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PART  2— ADMINISTRATIVE  FUNCTIONS, 
PRACTICES,  AND  PROCEDURES 

Subpart  D — Public  Hearing  Before  a  Public 
Advisory  Committee 

Establishment  of  Procedures 

The  Food  and  Drug  Administration 
fFDA>  is  establishing  procedures  gov¬ 
erning  public  hearings  before  public 
advisory  committees.  Because  of  the  re¬ 
quirements  for  public  notice  and  par¬ 
ticipation.  all  proceedings  before  a  pub¬ 
lic  advisory  committee  will  constitute  a 
public  hearing  on  the  matters  involved. 
At  such  a  hearing, 'any  interested  per¬ 
son  will  be  entitled  to  present  his  views 
for  the  consideration  of  the  advisory 
committee,  and  the  committee  proceed¬ 
ings  will  be  part  of  the  administrative 
record  on  which  basis  the  agency  will 
make  its  determination  on  that  matter. 
These  regulations  shall  be  effective  De¬ 
cember  27. 1976. 

In  the  Federal  Register  of  May  27, 
1975  (40  FR  22950),  the  Commissioner 
of  Food  and  Drugs  issued  regulations 
governing  a  broad  range  of  FDA  admin¬ 
istrative  functions,  practices,  and  proce¬ 
dures.  Subpart  D  of  Part  2  of  those  reg¬ 
ulations,  §§  2.300  through  2.373  (21  CFR 
2.300  through  2.373),  consisted  of  rules 
governing  public  hearings  before  a  public 
advisory  committee.  Although  these  reg¬ 
ulations  were  published  as  final,  the 
Commissioner  allowed  60  days  for  com¬ 
ment  and  delayed  their  effective  date  for 
60  days. 

On  July  31,  1975,  the  United  States 
District  Court  for  the  District  of  Co¬ 
lumbia  issued  an  Order  permanently  en¬ 
joining  the  Commissioner  from  issuing 
the  regulations  “without  complying,  as 
a  condition  precedent,  with  the  require¬ 
ments  of  section  553  of  the  Administra¬ 
tive  Procedure  Act,  5  U.S.C.  553.”  Amer¬ 
ican  College  of  Neuropsychopharma- 
cology  V.  Weinberger,  et  al..  Civil  Action 
No.  75-1186.  Accordingly,  in  the  Federal 
Register  of  August  4, 1975  (40  FR  32750) , 
the  Commissioner  stayed  the  effective¬ 
ness  of  the  regulations  imtil  further  no¬ 
tice.  Pursuant  to  the  Court’s  Order,  the 
Commissioner  had  the  Court’s  Findings 
of  Fact,  Conclusions  of  Law,  and  Order, 
published  in  the  Federal  Register  of  Au¬ 
gust  6.  1975  (40  FR  33063) .  Rather  than 
appeal  the  District  Court’s  ruling,  the 
Commissioner  concluded  that  the  more 
appropriate  course  would  be  to  repub¬ 
lish  the  May  27  regulations  as  a  proposal. 
This  was  done  on  September  3,  1975  (40 
FR  40682) ,  and  30  additional  days  were 
allowed  for  comment. 

When  the  entire  Set  of  procedural  reg¬ 
ulations  was  republished  as  a  proposal 
for  comment,  the  Commissioner  recog¬ 
nized  that  it  might  ultimately  prove  de¬ 
sirable  to  issue  individual  subparts  as 
separate  final  regulations.  Subs^uently, 
final  regulations  were  published  in  sep- 
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arate  notices  for  Subpart  C — Public 
Hearing 'Before  a  Public  Board  of  In¬ 
quiry,  in  the  Federal  Register  of  June  28, 
1976  (41  FR  26636) ;  and  for  Subparts 
E.  F,  and  G  relating,  respectively,  to 
Public  Hearing  Before  the  Commissioner, 
Regulatory  Hearing  before  the  Food  and 
Drug  Administration,  and  Standards  of 
Conduct  and  Conflict  of  Interest  in  the 
Federal  Register  of  November  2,  1976  ■ 
(41  FR  48258) .  Subpart  D  is  herein  pub¬ 
lished  as  another  of  several  final  regula¬ 
tions  codifying  the  agency’s  administra¬ 
tive  functions,  practices,  and  procedures. 

Certain  of  the  regulations  in  Subpart 
D  contain  references  to  other  sections  of 
the  proposed  procedural  regulations  that 
have  not  yet  been  published  in  final 
form:  i.e..  cross  references  within  Sub¬ 
part  D  to  other  section  numbers  are  as 
stated  in  the  September  3,  1975  proposal. 
For  the  purpose  of  maintaining  the  sub¬ 
stantive  integrity  of  Subpart  D  as 
adopted,  all  referenced  sections  and  sub¬ 
parts  of  the  proposed  procedural  regula¬ 
tions  not  adopted  in  final  form  are  being 
adopted  as  proposed  as  interim  proce¬ 
dures.  Should  any  of  these  cross-ref¬ 
erenced  sections  be  omitted  or  renum¬ 
bered  when  other  subparts  are  finally 
published,  or  cease  to  be  germane,  appro¬ 
priate  modifications  in  the  provisions  of 
Subpart  D  will  be  made  at  that  time. 

The  Medical  Device  Amendments  of 
1976  became  law  on  May  28, 1976  (Pub.  L. 
94-295)  subsequent  to  publication  of  the 
proposed  regulations  for  Subpart  D.  The 
amendments  require  the  extensive  use  of 
public  advisory  committees  in  the  regula¬ 
tion  of  devices.  The  procedures  for  public 
advisory  committees  contained  in  Sub¬ 
part  D  will,  in  most  respects,  apply  to  the 
operation  of  the  device  advisory  com¬ 
mittees.  Any  additional  procedural  re¬ 
quirements  for  device  advisory  commit¬ 
tees  imposed  by  the  amendments  will  be 
addressed  in  future  Federal  Register 
notices. 

The  following  paragraphs  summarize 
the  comments  received  on  proposed  Sub¬ 
part  D  and  the  Commissione:‘’s  evalua¬ 
tion  of  and  response  to  the  comments. 

1.  A  comment  concerning  §  2.300  re¬ 
quested  clarification  of  the  use  of  sub¬ 
committees  and  the  manner  in  which 
they  may  be  established  and  work  for  the 
parent  public  advisory  committee. 

The  Commissioner  agrees  that  the  reg- 
ulati(m  could  be  clearer  on  this  point,  and 
9  2.300(b)  (3)  has  been  amende  accord¬ 
ingly,  and  a  new  §  2.301(d)  added.  The 
reference  to  consultants  in  §  2.300(b)  (3) 
has  been  deleted  from  that  section  and 
incorporated  in  new  9  2.308(e) . 

2.  One  comment,  in  an  apparent  ref¬ 
erence  to  9  2.300(b)  (5)  (1),  suggested 
that  the  FDA  interpretation  of  what  con¬ 
stitutes  an  advisory  committee  conflicts 
with  the  decision  in  Food  Chemical  News 
V.  Davis.  378  P.  Supp.  1048  (D.D.C.  1974) . 
In  that  case,  the  court  concluded  that  a 
group  was  convened  specifically  to  give 
advice  to  a  Federal  agency  and  was, 
therefore,  an  advisory  committee.  In  cc«i- 
trast,  9  2.300(b)  (5)  (1)  states  that  an  ad 
hoc  group  called  to  discuss  a  matter  of 
current  interest  to  the  agency,  but  which 


does  not  as  a  group  issue  a  report  to  or 
advise  the  agency,  is  not  an  advisory 
committee. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  9  2.300(b)  (5)  (i)  is  consistent 
with  the  decision  in  Food  Chemical  News, 
and  no  change  in  the  regulation  is  re¬ 
quired. 

The  Commissioner  further  advises  that 
when  FDA  convenes  a  group  for  the  pur¬ 
pose  of  obtaining  its  adidce,  or  seeks 
the  advice  of  an  existing  group,  the 
group  will  be  an  advisory  committee 
within  the  guidelines  provided  in  9  2.300 
(b)  and,  therefore,  subject  to  the  Fed¬ 
eral  Advisory  Committee  Act  (FACA)  (5 
U.S.C.  App.  I) ,  regardless  of  whether  any 
meetings  held  are  ad  hoc  meetings.  This 
policy  is  consistent  with  the  recent  de¬ 
cision  in  Consumers  Union  of  the  United 
States,  Inc.  v.  HEW,  et  al.,  C.A.  No.  75- 
1250  (D.D.C.  March  12,  1976),  appeal 
pending  No.  76-1385  (D.C.  Cir.) .  In  that 
case,  the  plaintiff  requested  the  court  to 
declare  that  private  meetings  held  be¬ 
tween  FDA  and  representatives  of  a  trade 
association  of  cosmetic  manufacturers 
under  S  2.15(d)  (21  CFR  2.15(d))  were 
subject  to  the  FACA.  The  meetings  in 
question  were  requested  by  the  trade  as¬ 
sociation  for  the  purpose  of  obtaining 
FDA  views  on  an  industry-sponsored  vol¬ 
untary  cosmetic  ingredient  safety  review 
program.  The  district  court  held  that 
the  meetings  were  valid  private  meetings 
similar  to  numerous  industry -agency  or 
consumer-agency  meetings  that  take 
place  daily  at  FDA  and  other  agencies. 
The  court  distinguished  the  Food  Chem¬ 
ical  New's  case  on  the  dual  bases  that 
the  meetings  in  the  instant  case  were 
not  called  to  discuss  pending  agency 
action,  and  that  it  was  the  trade  associa¬ 
tion,  not  FDA,  that  was  seeking  advice. 

The  facts  in  the  Consumers  Union  case 
distinguish  it  from  the  recent  decision 
in  Center  for  Auto  Safety  v.  Tiemann. 
C.A.  No.  74-1662  (D.D.C.  April  28,  1976). 
There,  ofiBcials  of  the  Federal  Highway 
Administration  met  with  various  State 
and  local  highway  officials  to  discuss 
draft  regulations.  In  finding  that  these 
contacts  constituted  advisory  committee 
meetings  within  the  meaning  of  the 
FACA,  the  court  ruled  that  the  agency 
had  met  with  the  group  on  several  oc¬ 
casions  and  otherwise  communicated 
with  the  group  in  the  interest  of  obtain¬ 
ing  advice  or  recommendations.  The  fact 
that  the  agency  went  directly  to  the 
group  for  specific  advice  on  pending  draft 
regulations  distingul.shes  the  Consumers 
Union  case. 

The  Commissioner  believes  that  the 
Consumers  Union  decision  correctly 
states  the  law  with  respect  to  the  scope 
of  the  coverage  of  the  FACA.  Moreover, 
9  2.300  is  consistent  wltii  the  holding  in 
Consumers  Union,  for  the  thrust  of  the 
section  is  that  not  all  meetings  between 
FDA  and  outside  groups,  but  only  those 
where  the  agency  see^  advice,  are  ad¬ 
visory  ccHnmittee  meetings.  Thus,  a  priv¬ 
ate  meeting  requested  by  a  person  or 
group  to  discuss  a  matter  in  which  such 
persim  or  persons  are  interested,  as  pro¬ 
vided  in  9  2.15(d),  would  not  be  an  ad- 
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visory  committee  meeting  since  the 
agency  would  not  beseeking  advice  from 
the  person  requesting  the  meeting. 

3.  A  minor  change  has  been  made  to 
§  ^OO(b)  (3)  to  clarify  the  scope  of 
activity  of  FDA  technical  advisory  com¬ 
mittees. 

4.  Section  2.300(f)  has  been  changed 
to  reflect  the  new  and  speclflc  statutory 
r^uirements  applicable  to  device  ad¬ 
visory  committees  established  under  the 
Medical  Device  Amendments  of  1976. 
Additional  regulations  relating  to  device 
advisory  committees  will  be  published  in 
the  Federal  Register  in  the  near  future. 

5.  A  comment  fr(xn  a  trade  association 
asserted  that  sirnie  FDA  advisory  com¬ 
mittees,  and  speciflcally  the  OTC  drug 
review  panels,  exceed  the  scope  of  their 
responsibilities  and  charters.  To  correct 
this,  the  trade  association  recommended 
that  a  new  paragraph  (d)  be  added  to 
§  2^01  that,  in  effect,  would  admonish 
advisory  committees  to  limit  their  activ¬ 
ities  to  those  set  forth  in  their  charters. 

The  Commissioner  ccmcludes  that 
there  is  no  need  for  such  a  statement 
since  it  would  be  no  more  than  a  re¬ 
statement  of  an  obvious  requirement  of 
the  FACA.  The  Commissioner  advises, 
however,  that  §  2.319  should  be  consulted 
by  any  person  who  believes  that  a  com¬ 
mittee  Is  acting  beyond  the  scope  of  its 
charter  or  otherwise  in  violation  of  law 
or  agency  regulations.  That  section 
makes  available  a  number  of  admini¬ 
strative  remedies  to  any  person  who  be¬ 
lieves  that  the  Commi^icmer  or  an  ad¬ 
visory  committee  is  failing  to  comply 
with  any  provision  of  the  regulations  or 
the  FACA.  The  Commissioner  believes 
that  this  remedy  Is  an  adequate  method 
of  ensuring  that  public  advisory  com¬ 
mittees  operate  within  their  charters. 

6.  As  indicated  in  Item  1.  above,  a  new 
§  2.301  (d)  has  been  added  to  explain 
when  subgroups  must  be  established  sep¬ 
arately  from  the  parent  committee,  and 
the  paragraphs  following  have  been  re¬ 
numbered  accordingly. 

7.  A  comment  suggested  that  S  2.301 
(e)  (5)  be  amended  to  require  the  ap¬ 
pointment  of  a  public  Interest  represent¬ 
ative  to  each  advisory  committee. 

The  Commissioner  declines  to  make 
this  amendment.  Even  though  consumer 
representatives  are  required  by  statute 
for  some  advisory  committees  (e.g.,  the 
various  device  advisory  committees 
established  imder  the  Medical  Device 
Amendments  of  1976  relating  to  classifi¬ 
cation,  performance  standards,  and  good 
manufacturing  practice  requirements) 
and  will  be  appointed  by  the  Commis¬ 
sioner  to  many  other  committees,  it  Is 
not  desirable  to  mandate  the  appoint¬ 
ment  of  such  a  representative  for  every 
committee.  For  example,  when  very  nar¬ 
row  scientific  Issues  are  under  considera¬ 
tion,  it  is  unlikely  that  a  consumer  rep¬ 
resentative  could  make  a  meaningful 
contribution  unless  the  person  were  tech¬ 
nically  qualified. 

Section  2.301(e)  (5)  has  been  changed, 
however,  to  reflect  the  mandatory  ap¬ 
pointment  of  consumer  representatives 
to  the  device  advisory  committees.  A 


similar  conforming  amendment  has  been 
made  to  S  2.330(b)  (2). 

8.  Section  2.302(c)  has  been  amended 
to  reflect  that  the  device  classification 
panels  and  the  device  good  manufactur¬ 
ing  practice  advisory  committees  are  ex¬ 
empted  by  the  Medical  Device  Am^id- 
ments  of  1976  from  the  two-year  dura¬ 
tion  limitation  of  section  14  of  the  FACA. 
Also,  a  conforming  amendment  was 
made  to  paragraph  (a) . 

9.  A  comment  relating  to  S  2.304  stated 
that  FDA  advisory  committee  meetings 
are  closed  much  more  frequently  in 
actual  practice  than  the  regulations 
would  Indicate. 

The  Commissioner  acknowledges  that, 
in  the  past,  advisory  committees  have 
met  in  closed  session  more  frequently 
than  was  necessary.  As  noted  below  In 
tlie  discussion  of  S  2.318,  however,  fewer 
meetings  will  be  closed  in  the  future. 
The  Commissioner  advises  that  In  ac¬ 
cordance  with  new  policy  set  out  In 
§  2.318,  the  Commissioner  and  the  Gen¬ 
eral  Counsel  will  review  all  determina¬ 
tions  to  close  advisory  committee  meet¬ 
ings  to  ensure  that  such  meetings  are 
closed  only  when  the  closing  Is  author¬ 
ized  by  law  and  regulations.  The  Com¬ 
missioner  again  advises  that  S  2.319  pro¬ 
vides  administrative  remedies  for  any 
person  who  believes  that  an  advisory 
committee  Is  not  functioning  in  accord¬ 
ance  with  the  FACA  and  these  regula¬ 
tions. 

10.  Two  additional  comments  related 
to  the  closing  of  advisory  committee 
meetings.  The  first  comment  generally 
supported  the  concept  of  closed  meet¬ 
ings  on  the  theory  that  closing  is  neces¬ 
sary  for  an  advisory  committee  to  fimc- 
tion  properly  and  to  be  able  to  review 
data  and  information  not  otherwise 
available  for  public  disclosiu'e.  This 
comment  stated  that  paragraphs  (c)  and 
(d)  of  S  2.304,  which  proposed  to  estab¬ 
lish  closed  portions  of  meetings  for  the 
presentation  of  data  otherwise  exempt 
from  public  disclosure  and  for  closed 
committee  deliberations,  are  particularly 
important.  The  other  comment  stated 
that  in  the  preamble  explanation  of 
§  2.304(d),  FDA  claimed  much  broader 
authority  for  closing  meetings  than  that 
set  out  in  S  2.304  Itself,  and  questioned 
whether  the  cases  cited  in  the  preamble 
as  a  legal  basis  forblosing  some  advisory 
committee  meetings  in  fact  provided  the 
claimed  legal  support. 

Both  comments  were  directed  at  the 
use  of  the  exemption  from  public  dis¬ 
closure  provided  by  the  Freedom  of  In¬ 
formation  Act  (5  UB.C.  552(b)(5))  re¬ 
lating  to  inter-  or  intra-agency  memo¬ 
randa.  That  exemption,  which  provides 
that  such  memoranda  are  exempt  from 
public  disclosure,  was,  until  recently,  ex¬ 
pressly  incorporated  in  section  10  of  the 
FACA  as  a  basis  for  closing  advisory 
committee  meetings.  The  use  of  the 
5  U.S.C.  552(b)  (5)  exemption  by  various 
Federal  agencies  has  been  a  controver¬ 
sial  Issue  for  several  years.  On  April  6. 
1976,  in  a  suit.  Involving  the  use  of  the 
5  U.S.C.  552(b)  (5)  exemption  by  the 


Department  of  Commerce,  the  United 
States  Court  of  Appeals  for  the  District 
oi  COlumb^  Circuit  4ield  that  ttie  ex- 
enmtlon  was  available  to  close  ccxtaln 
advisory  committee  meetings.  Aviation 
Consumer  Action  Profect,  et  oL  v.  Was^ 
'bum.  No.  71^1086  (D.C.  dr.,  April  6, 
1976),  petition  for  rehearing  en  banc 
denied.  May  21, 1976. 

The  impact  of  the  Washburn  decision 
has  been  substantially  blunted,  however, 
by  the  enactment  on  September  13,  1976, 
of  the  Government  in  the  Sunshine  Act 
(Pub.  L.  94—409),  This  act,  which  be¬ 
comes  effective  on  March  12,  1977, 
amends  section  10(d)  of  the  FACA  by 
establishing  new  criteria  for  closing  ad¬ 
visory  committee  meetings.  As  noted 
below  in  the  discussion  of  §  2.318,  the 
Freedom  of  Information  Act  exemptions 
will  no  longer  be  the  standards  that  gov¬ 
ern  the  closing  of  advisory  committee 
meetings.  Moreover,  the  legislative  his¬ 
tory  of  the  Simshlne  Act  indicates  that 
Congress  clearly  intends  the  new  criteria 
for  closing  advisory  committee  meetings 
to  overrule  the  Washburn  case  and 
thereby  eliminate  the  rationale  behind 
the  {qiplication  of  5  U.S.C.  552(b)  (5)  as 
a  basis  for  closing  meetings  (H.  Rept.  No. 
94-1441,  p.  26) . 

On  July  6,  1976,  prior  to  the  passage  of 
the  Sunshine  Act,  FDA  established  new 
policy  sharply  limiting  the  closing  of 
FDA  advisory  committee  meetings.  The 
Commissioner  believes  that  the  new  PDA 
policy  is  consistent  with  the  Sunshine 
Act  criteria.  Briefly  stated,  imder  the 
revised  policy,  PDA  advisory  committees 
will  no  longer  meet  in  closed  session  for 
purposes  of  deliberation,  i.e.,  to  formu¬ 
late  advice  to  the  agency,  unless  the 
Commissioner  determines  that  the  sub¬ 
ject  of  the  meetings  concerns  matters 
which.  If  disclosed,  could  result  in  a 
clearly  tmwarranted  invasion  of  personal 
privacy,  reveal  trade  secrets,  or  disclose 
other  material  that  is  explicitly  exempt 
from  disclosure.  The  circumstances  im¬ 
der  which  this  new  policy  will  be  applied 
and  the  date  of  its  implementation  are 
covered  in  the  discussion  of  §  2.318  below. 

11.  A  minor  change  has  been  made  in 
§  2.305(b)  (9)  to  reflect  that  written  sub¬ 
missions  may  be  made  to  an  advisory 
committee,  through  the  executive  secre¬ 
tary,  up  to  the  time  a  cutoff  date  is  es¬ 
tablished  under  §  2.311(c)  (2).  This 
change  was  necessary  to  make  §  2.305 
consistent  with  §  2.311. 

12.  A  new  paragraph  (b)  (6)  has  been 
added  to  §  2.307(b)  to  acknowledge  that 
certain  PDA  advisory  committee  meetings 
are  routinely  held  outside  the  Washing¬ 
ton,  DC  area.  For  example,  the  Board  of 
Tea  Experts  generally  holds  its  annual 
meeting  at  the  FDA  district  office  in 
Brooklsm,  NY ;  the  Science  Advisory 
Board  generally  holds  its  meetings  at  the 
National  Center  for  Toxicological  Re¬ 
search,  Jefferson,  AR,  or  at  the  Univer¬ 
sity  of  Arkansas  in  Little  Rock,  AR. 

Section  2.307(g)  was  amended  to 
clarify  that  a  portion  of  a  meeting  will 
be  closed  by  the  advisory  committee 
chaiiman  only  when  matters  that  have 
been  determined  by  the  Cwnmissioner  to 
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be  closed  in  accordance  with  §  2.3^18  are 
to  be  discussed. 

13.  A  comment  questioned  the  mean¬ 
ing  of  proposed  §  2.308(a),  which  possi¬ 
bly  would  have  allowed  an  advisory  ccan- 
mittee  to  consult  with  persons  in  private. 

In  order  to  clarify  this  section  and  to 
ensure  that  such  ccmferences  are  public, 
a  new'  §  2.308(c)  has  been  added  to  en¬ 
sure  that  such  conferences  occur  only 
during  the  op>en  portions  of  meetings  and 
that  any  written  comments  submitted 
are  made  part  of  the  official  administra¬ 
tive  record  of  the  proceeding. 

14.  A  new  paragraph  (d)  has  been 
added  to  §  2.308  to  prohibit  Federal  em¬ 
ployees  from  participating  in  committee 
op>erations  unless  they  have  first  been 
cleared  for  possible  conflicts  of  interest 
by  the  agency. 

15.  A  new  §  2.308(e)  has  been  added 
specifically  to  atrthorize  the  Commis¬ 
sioner  to  appoint  consultants  to  an  ad¬ 
visory  committee.  The  appointment  of 
Federal  employees  who  are  not  in  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  will  be  made  in  the  same  fashion 
as  appointments  of  nongovernment  em¬ 
ployees.  The  Food  and  Drug  Administra¬ 
tion  review  procedures  involved  In  the 
appointment  of  persons  as  consultants 
wiU  ensure  that  they  have  no  real  or  ap¬ 
parent  conflict  of  Interest  that  could  in¬ 
terfere  with  their  ability  to  render  im- 
[>artial  advice  to  FDA.  An  earlier  refer¬ 
ence  to  consultants  appearing  in  §  2.300 

(b)  (3)  has  been  deleted  from  that  sec¬ 
tion  and  the  concept  incorporated  in 
S  2.308(e). 

16.  Section  2.311  has  been  amended  to 
provide  that  sponsors  of  petitions  or  ap¬ 
plicants  for  approval  of  a  particular 
product  may  be  requested  to  present 
and/or  discuss  data  relative  to  the  prod¬ 
uct  at  a  regularly  scheduled  advisory 
committee  meeting.  The  request  may  be 
for  an  oral  presentation  before  the  com¬ 
mittee  or  for  a  well-organized  written 
summary  of  relevant  information,  or 
both.  A  typical  application  of  this  provi¬ 
sion  would  be  for  a  new  drug  applica- 
tiOTi  (NDA)  or  claimed  Investigational 
Exemption  for  a  New  Drug  (IND)  pend¬ 
ing  before  the  agency.  A  new  paragraph 

(c)  has  been  added  to  accomplish  this, 
and  the  paragraphs  following  have  been 
appropriately  renumbered. 

17.  A  comment  relating  to  $  2.314 
urged  the  adoption  of  a  requirement  that 
a  transcript  or  recording  be  made  of  every 
advisory  committee  meeting. 

The  Commissioner  is  aware  that  a 
number  of  groups  support  this  comment 
on  the  grounds  that  the  great  number  of 
advisory  committee  meetings  make  it  im¬ 
possible  for  interested  persons  to  attend 
every  meeting  in  which  they  are  inter¬ 
ested. 

The  Medical  Device  Amendments  of 
1976  added  a  new  section  520  (i) ,  which 
requires  that  a  transcript  be  made  of 
any  proceeding  of  an  advisory  conunittee 
established  for  the  purposes  of  classify¬ 
ing  medical  devices  luider  section  513  of 
the  act;  reviewing  proposed  regulations 
estaUishing,  amending,  or  revoking  a 
performance  standard  for  a  medical  de¬ 
vice  under  section  514(g)  (5)  (B)  of  the 
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act;  reviewing  an  order  approving,  de¬ 
nying  approval,  or  withdrawing  approval 
of  a  premarket  approval  application  for 
a  medical  device  under  section  515(g)  of 
the  act;  or  reviewing  regulations  relating 
to  good  manufacturing  practice  require¬ 
ments  under  section  520(f)  of  the  act. 

In  light  of  this  congressional  expres¬ 
sion  of  policy,  and  because  nearly  half 
of  FDA  advisory  committees  will  be 
governed  by  this  requirement,  the  Com¬ 
missioner  has  concluded  that  each  por¬ 
tion  of  every  FDA  advisory  committee 
meeting  should  be  transcribed.  Section 
2.314  has  been  amended  accordingly. 
Transcriptions  of  portions  of  meetings 
that  may  lawfully  closed  under  §  2.318 
will  not  be  available  for  public  disclosure, 
but  will  be  maintained  by  the  agency 
as  part  of  the  administrative  file  of  a 
matter. 

18.  A  comment  questioned  the  desira¬ 
bility  of  the  provision  in  §  2.314(c)  per¬ 
mitting  any  interested  person  to  sulnnit 
a  transcript  of  an  open  advisory  com¬ 
mittee  meeting  for  inclusion  in  the  ad¬ 
ministrative  record.  The  comment  cited 
the  possibility  of  inaccuracies  or  fraud. 

As  noted  in  the  discussion  in  item  17 
above,  each  portion  of  every  advisory 
committee  meeting  will  be  transcribed. 
The  transcriptions  of  open  portions  of 
committee  meetings,  which  will  com¬ 
prise  the  substantial  majority  of  all 
meetings,  will  become  part  of  the  ad¬ 
ministrative  record  as  provided  in 
§  2.315.  Thus,  there  is  no  longer  a  valid 
reason  to  permit  interested  persons  to 
submit  their  own  transcripts  as  part  of 
the  administrative  record  of  a  proceed¬ 
ing,  and  §  2.314(e)  (proposed  §  2.314(f) ) , 
has  been  amended  to  clarify  that  a  tran¬ 
scription  prepared  by  an  interested  per¬ 
son  while  in  attendance  at  an  open  por¬ 
tion  of  a  meeting  shall  not  become  part 
of  the  administrative  record. 

19.  A  comment  questioned  the  legality 
of  9  2.318(b),  which  states  that  a  deter¬ 
mination  to  close  an  advisory  committee 
meeting  may  be  made  with  respect  to  a 
single  meeting  or,  where  apprc4>riate, 
with  respect  to  a  series  of  meetings. 

The  Commissioner  notes  that  the  reg¬ 
ulations  require  him  and  the  Chief  Coim- 
sel  to  review  the  agenda  for  each  meet¬ 
ing  to  determine  whether  there  is  a 
legitimate  and  proper  basis  for  any  closed 
portion.  The  regulations  also  require  the 
agency  to  publish  an  agenda  for  each 
meeting  in  the  Federal  Register.  In  sum, 
even  though  an  advisory  conunittee  may 
meet  on  a  continuing  basis  to  discuss  one 
particular  matter,  a  separate  determi¬ 
nation  will  be  made  respecting  the  pro¬ 
priety  of  the  closing  of  any  portion  of 
each  meeting,  and  a  separate  notice  will 
be  published  in  the  Federal  Register. 
For  this  reason,  the  Commissioner  con¬ 
cludes  that  the  language  in  proposed 
§  2.318(b)  authorizing  the  closing  of  a 
series  of  meetings  is  inappropriate,  and 
it  has  been  deleted  in  the  final  regula¬ 
tion. 

.20.  Section  5(c)  of  the  Sunshine  Act 
amends  section  10(d)  of  the  FACA  by 
replacing  the  nine  Freedom  of  Informa¬ 
tion  Act  exemptions  originally  incorpo¬ 
rated  in  the  FACA  with  the  new  grounds 


for  closing  meetings  that  have  been  ex¬ 
pressly  designed  to  govwn  meetings,  as 
contrasted  with  documents.  As  amended, 
the  FACA  provides  that  a  portion  of  an 
advisory  cMiunittee  meeting  may.  but 
is  not  required  to,  be  closed  when  the 
portion  of  the  meeting  is  likely  to: 

(1)  Disclose  matters  that  are  (A)  spe¬ 
cifically  authorized  under  criteria  estab¬ 
lished  by  an  Executive  order  to  be  kept 
secret  in  the  interests  of  national  defense 
or  foreign  policy  and  (B)  in  fact  properly 
classified  pursuant  to  such  Executive  or¬ 
der; 

(2)  Relate  solely  to  the  internal  per¬ 
sonnel  rules  and  practices  of  an  agency; 

(3)  Disclose  matters  specifically  ex¬ 
empted  from  disclosure  by  statute  (other 
than  •  *  •  (the  Freedom  of  Information 
Act)  *  •  •),  provided  that  such  statute 
(A)  requires  that  the  matters  be  with¬ 
held  from  the  public  in  such  a  manner  as 
to  leave  no  discretion  on  the  issue,  or  (B) 
establishes  particular  criteria  for  with¬ 
holding  or  refers  to  particular  types  of 
matters  to  be  withheld; 

(4)  Disclose  trade  secrets  and  com¬ 
mercial  or  financial  information  ob¬ 
tained  from  a  person  and  privileged  or 
confidential; 

(5)  Involve  accusing  any  person  of  a 
crime,  or  formally  censuring  any  person; 

(6)  Disclose  information  of  a  personal 
nature  where  disclosure  would  constitute 
a  clearly  imwarranted  invasion  of  per¬ 
sonal  privacy; 

(7)  Disclose  investigatory  records 
compiled  for  law  enforcement  purposes, 
or  information  which  if  written  would  be 
contained  in  such  records,  but  only  to  the 
extent  that  the  production  of  such  rec¬ 
ords  or  information  would  (A)  inter¬ 
fere  with  enforcement  proceedings,  (B) 
deprive  a  person  of  a  right  to  a  fair  trial 
or  an  impartial  adjudication,  (C)  con¬ 
stitute  an  unwarranted  invasion  of  per¬ 
sonal  privacy,  (D)  disclose  the  Identity 
of  a  confidential  source  and,  in  the  case 
of  a  record  compiled  by  a  criminal  law 
enforcement  authority  in  the  course  of  a 
criminal  iiivestlgatlon,  or  by  an  agency 
conducting  a  lawful  national  security  in¬ 
telligence  investigation,  confidential  in¬ 
formation  furnished  only  by  the  confi¬ 
dential  source,  (E)  disclose  investigative 
techniques  and  procedures,  or  (P)  en¬ 
danger  the  life  or  physical  safety  of  law 
enforcement  personnel; 

(8)  Disclose  information  contained  in 
or  related  to  examination,  operating,  or 
condition  reports  prepared  by,  on  behalf 
of,  or  for  the  use  of  an  agency  responsible 
for  the  regulation  or  supervision  of  fi¬ 
nancial  institutions; 

(9)  Disclose  information  the  prema¬ 
ture  disclosme  of  which  would — 

(A)  In  the  case  of  an  agency  which 
regulates  currencies,  securities,  commodi¬ 
ties,  or  financial  institutions,  be  likely  to 
(D  lead  to  significant  financial  specula¬ 
tion  in  currencies,  securities,  or  com¬ 
modities,  or  (ii)  significantly  endanger 
the  stabUity  of  any  financial  institution; 
or 

(B)  In  the  case  of  any  agency,  be 
likely  to  significantly  frustrate  imple¬ 
mentation  of  a  proposed  agency  action, 
except  that  subparagraph  (B)  shall  not 
apply  in  any  instance  where  the  agency 
has  already  disclosed  to  the  public  the 
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content  or  nature  of  Its  proposed  action, 
or  where  the  agency  Is  required  by  law 
to  make  such  disclosure  on  its  own  initia¬ 
tive  prior  to  taking  final  agency  action 
on  such  proposal;  or 

(10)  Specifically  concern  the  agency’s 
Issuance  of  a  subpena,  or  the  agency’s 
participation  In  a  civil  action  or  proceed¬ 
ing,  an  action  In  a  foreign  court  or  inter¬ 
national  tribimal,  or  an  arbitration,  or 
the  Initiation,  conduct,  or  disposition  by 
the  agency  of  a  particular  case  of  formal 
agency  adjudication  pursuant  to  the  pro¬ 
cedures  In  •  •  •  (5  U£.C.  554)  •  •  • 
or  otherwise  Involving  a  determination 
on  the  record  after  opportimlty  for  a 
hearing. 

The  CcBiunissioner  notes  again  that 
with  the  enactment  of  the  Sianshlne  Act, 
the  controversial  5  n.S.C.  552(b)  (5)  ex¬ 
emption  of  the  FACA  relating  to  inter- 
or  Intra-agency  documents  can  no  longer 
be  used  to  Justify  the  closing  of  an  ad¬ 
visory  committee  meeting  (see  discussion 
In  Item  10  above).  Under  the  agency’s 
prior  procedures,  PDA  advisory  commit¬ 
tees  were  often  allowed  to  conduct  their 
deliberations  to  formulate  final  advice 
to  the  agency  In  closed  session.  The  clos¬ 
ing  of  advisory  committee  deliberations 
frequently  afforded  a  more  comfortable 
arena  for  frank  and  candid  discussion  of 
vital  and  often  controversial  issues.  The 
use  of  closed  advisory  committees  iar  this 
piupose,  however,  has  weakened  the 
credibility  of  PDA’s  use  of  advisory  com¬ 
mittees,  which  play  a  critical  role  in  the 
agency’s  decisionmaking  processes. 

Accordingly,  on  July  6,  1976,  the  C<Hn- 
missioner  decided,  as  a  matter  of  policy, 
that  future  PDA  advisory  committees 
would  meet  in  closed  session  only  when 
trade  secret  materials  were  to  be  dis¬ 
cussed,  or  the  subject  matter  included 
information  that  could  cause  a  clearly 
unwarranted  invasion  of  personal  pri¬ 
vacy,  or  the  discussion  concerned  some 
other  matter  specifically  exempt  from 
public  disclosure.  Meetings  at  which  a 
committee  formiilated  its  advice  to  the 
agencyr-even  when  the  committee  was 
considering  and  reviewing  its  own  draft 
report,  would  no  longer  be  held  in  closed 
session  under  the  new  policy.  As  origi¬ 
nally  formulated  on  July  6,  and  consist¬ 
ent  with  court  interpretations  of  the 
PACA,  the  revised  agency  policy  would 
have  permitted,  in  rare  circumstances, 
the  discussion  of  an  existing  internal 
agency  document  such  as  a  draft  regu¬ 
lation  during  a  closed  portion.  Under  the 
new  Sunshine  Act  criteria,  such  dlscus- 
.  sions  will  be  closed  only  when  the  Com¬ 
missioner  determines  that  the  premature 
disclosure  of  a  document,  e.g.,  a  draft 
proposed  regulation,  would  be  likely  to 
significantly  frustrate  implementation  of 
a  proposed  agency  action.  The  Commis¬ 
sioner  advises  that  because  of  the  strict 
standards  for  closing  meetings  irnder  the 
amended  PACA,  and  in  accordance  with 
agency  policy  favoring  open  meetings, 
this  basis  will  seldom  be  employed  to  Jus¬ 
tify  closing  a  meeting. 

The  new  FDA  policy  will  be  fully  im¬ 
plemented  by  January  1,  1977,  though 
the  Simshine  Act  does  not  become  effec¬ 
tive  imtll  March  12, 1977.  In  the  interim, 
advisory  committees  will  be  permitted  to 


continue  to  operate  under  the  previous 
agency  rules,  but  only  until  such  time  as 
the  Commissioner,  or  other  senior  agency 
official,  personally  meets  with  an  advi¬ 
sory  committee  to  discuss  this  policy. 
Section  2.318(b)  has  been  amended  to 
reflect  the  new  policy  and  the  new  stat¬ 
utory  criteria. 

21.  Section  2.318(c)  has  been  amended 
to  clarify  who  may  attend  closed  portions 
of  advisory  committee  meetings.  Gen¬ 
erally,  a  portion  of  an  advisory  commit-  , 
tee  meeting  closed  to  consider  trade  se¬ 
crets  or  confidential  commercial  or  fi¬ 
nancial  Information  may  be  attended 
only  by  voting  advisory  committee  mem¬ 
bers,  nonvoting  consumer  representatives 
who  have  been  appointed  as  special  gov¬ 
ernment  employees  as  provided  in  §  2.330 
(b),  the  executive  secretary,  a  tran¬ 
scriber,  consultants,  persons  making 
presentations  to  the  committee  in  ac¬ 
cordance  with  §  2.304(c) ,  and  such  other 
regular  FDA  employees  (Including  mem¬ 
bers  of  the  Office  of  the  C2ilef  Coimsel) 
as  the  chairman  may  invite.  Such  closed 
portion  may  not  be  attended  by  consximer 
representative  members  who  are  not  spe¬ 
cial  government  employees,  and  may  not 
be  attended  by  nonvoting  industry  rep¬ 
resentatives  whether  or  not  such  persons 
have  been  appointed  as  special  govern¬ 
ment  employees. 

A  portion  of  an  advisory  committee 
meeting  closed  to  discuss  matters  related 
to  personal  privacy,  or  to  discuss  some 
other  matter  for  which  a  closed  meeting 
is  permitted,  may  be  attended  only  by 
advisory  commit^  members  (including 
all  voting  and  nonvoting  members) ,  the 
executive  secretary,  a  transcriber,  and 
other  regular  PDA  employees  (including 
members  of  the  Office  of  the  Cfiiief  Coim- 
sel)  as  the  chairman  may  invite. 

The  reasons  why  and  the  circum¬ 
stances  under  which  nonvoting  consximer 
representatives  may  attend  portions  of 
meetings  closed  to  consider  trade  secrets 
or  confidential  commercial  or  financl£d 
information  are  dlscassed  below  in  the 
consideration  of  §  2.330. 

22.  A  comment,  in  reference  to  I  2.322, 
inquired  about  the  type  of  hearings  that 
the  Toxicology  Advisory  Committee  will 
hold,  and  questioned  whether  the  com¬ 
mittee  “wiU  be  the  only  body  competent 
to  make  such  crucial  determinations  for 
the  Agency.” 

The  functions  of  the  Toxicology  Ad¬ 
visory  Committee  are  summarized  in 
§  2.340.  While  the  Toxicology  Advisory 
Committee  is  involved  generally  with 
problems  of  methodology  and  interpre¬ 
tation  of  toxicology  testing,  the  Commis¬ 
sioner  advises  that  the  committee  was 
established  primarily  to  provide  advice 
and  to  make  recommendations  on  sci¬ 
entific  issues  involving  the  application  of 
the  various  anticancer  clauses  of  the  act, 
except  as  specifically  required  by  the 
provisions  of  section  706(b)  (5)  (C)  of  the 
act  (21  U.S.C.  376(b)  (5)  (C) )  and  §  2.363 
(a)(2),  relating  to  color  additives.  The 
use  of  this  committee  enables  the  agency 
to  apply  the  law  consistently. 

The  Commissioner  further  advises  that 
the  Toxicology  Advisory  Committee  is  in 
every  respect  a  public  advisory  committee 
governed  by  the  provisions  of  this  sub¬ 


part.  Accordingly,  the  committee  will 
hold  heeurlngB  as  described  in  §  2.304 
whenever  the  Commissioner  concludes 
that  it  is  appropriate  to  obtain  an  inde¬ 
pendent  review  of  any  scientific  issue  in¬ 
volving  the  various  anticancer  clauses  of 
the  act. 

The  Commissioner  also  notes  that  as 
an  advisory  committee,,  the  Toxicology 
Advisory  Committee  does  not  make  ”de- 
teiminations.”  Rather,  the  Toxicology 
Advisory  Committee  makes  recommen¬ 
dations  to  the  Commissioner  concerning 
scientific  Issues.  The  Issues  on  which  the 
Committee’s  advice  is  sought  may  indeed 
often  be  ’’crucial,”  but  responsibility  for 
their  resolution  remains  with  FDA. 

23.  Several  comments  addressed  §  2.330 
(b)  (2)  (ii)  and  the  proposal  to  designate 
all  industry  representatives  serving  on 
advisory  committees  as  special  govern¬ 
ment  employees.  The  great  majority  of 
the  comments  opposed  this  provision  on 
the  groimds  that  nonvoting  IndustJT  liai¬ 
son  representatives  would  be  placed  in 
the  iuifalr  position  of  unwittingly  violat¬ 
ing  the  federal  conflict  of  Interest 
statutes  if  they  offered  to  serve  on  a  com¬ 
mittee.  Moreover,  the  comments  noted, 
indiCstry  representatives  are  selected  to 
serve  on  FDA  advisory  committees  pre¬ 
cisely  because  of  their  knowledge,  exper¬ 
tise,  and  Involvement  with  their  particu¬ 
lar  industry. 

’The  Commissioner  has  carefully  con¬ 
sidered  the  comments  submitted  in  re¬ 
sponse  to  this  provision  and  has  con¬ 
cluded  that  there  no  longer  appears  to 
be  sufficient  reason  to  require  that  con¬ 
sumer  and  Industry  representatives  be 
appointed  as  special  government  em¬ 
ployees.  A  primary  reason  for  this  pro¬ 
vision  beli^  proposed  was  to  enable 
consumer  and  Industry  liaison  members 
to  have  access  to  internal  agency  docu¬ 
ments  or  to  be  present  at  closed  advisory 
committee  meetings  without  triggering 
the  imiform  disclosure  requirements  of 
the  Freedom  of  Information  Act.  Recent 
court  decisions,  most  notably  the  ’’Wash- 
bum”  case  discussed  earlier,  have  ac¬ 
knowledged  that  the  status  of  advisory 
committee  members  is  different  from 
that  of  the  general  public.  Accordingly, 
§  2.330(b)  (2)  (11)  has  been  amended  to 
reflect  that  nonvoting  members  may  be 
special  government  employees,  but  ap¬ 
pointment  of  nonvoting  members  as  spe¬ 
cial  government  employees  is  not  man¬ 
datory.  Industry  or  consmner  represen¬ 
tatives  who  elect  to  become  special  gov¬ 
ernment  employees  will  be  eligible  to  be 
paid  for  their  services  and  may  also  re¬ 
ceive  reimbursement  for  travel  expenses 
and  per  diem.  By  providing  compensa¬ 
tion  to  those  persons  who  beccxne  special 
government  employees,  it  will  be  pos¬ 
sible  for  many  persons  to  serve  on  PDA 
advisory  committees  who  otherwise,  for 
financial  reasons,  would  not  be  able  to 
do  so.  Section  2.335,  relating  to  compen¬ 
sation  of  public  advisory  committee 
members,  has  also  been  amended  to  re¬ 
flect  this  revised  policy. 

24.  Two  comments  stated  that  the  cri¬ 
teria  for  removing  a  member  from  an 
advisory  committee  itemized  in  9  2.330(f) 
should  include  the  same  prohibitions 
against  bias  or  prejudice  as  9  2.202(a) 
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provides  for  members  of  a  Public  Board 
of  Inquiry. 

The  Commissioner  has  carefully  con¬ 
sidered  this  recommendation  and  has 
concluded  that  a  change  in  the  regrila- 
tion  is  unnecessary.  Unlike  a  Public 
Board  of  Inquiry,  public  advisory  com¬ 
mittees  generally  do  not  function  as  tri¬ 
bunals.  Rather,  they  advise  and  make 
recommendations  to  the  Commissioner. 
The  matters  on  which  advice  Is  sought 
often  make  it  advisable  for  committee 
members  to  have  special  technical  ex¬ 
pertise,  and  Individual  members  are  fre¬ 
quently  selected  for  that  reason.  It  is  not 
realistic  to  expect  that  all  members  wIU 
lack  views  on,  and  perhaps  even  prior 
experience  with,  the  matters  on  which 
their  advice  is  sought.  At  the  same  time, 
PDA  will  attempt  to  select  committee 
members  who  have  not  previously  taken 
a  position  on  any  of  the  matters  to  come 
before  them.  Furthermore,  unless  a  stat¬ 
ute  provides  otherwise,  any  voting  mem¬ 
ber  of  a  committee  would  be  disqualified 
by  Federal  conflict  of  Interest  reqtdre- 
ments  from  advising  on  any  matter  In 
which  his  ability  to  provide  independent 
advice  might  be,  or  appears  to  he,  com¬ 
promised  by  significant  financial  or  other 
relationship  to  the  manufacturer  or 
seller  of  a  product  regulated  by  PDA. 
(The  Commissioner  notes  that  the  Radi¬ 
ation  Control  for  Health  and  Ssifety  Act 
of  1968  (Pub.  L.  90-60^)  provides  that 
five  members  of  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee  shall  be  selected  from  the 
affected  Industries,  and  §  2.330O>)  (1)  (11) 
has  been  changed  to  reflect  their  par¬ 
ticular  status.) 

To  assure  that  the  advice  provided  to 
the  agency  is  unbiased,  the  Commissioner 
believes  that  the  proper  course  is  to 
attempt  conscientiously  to  establish  com¬ 
mittees  that  are  balanced  In  terms  of 
points  of  view,  rather  than  eliminate  any 
member  who  may  have  a  iJartlcular  view¬ 
point  on  an  issue  before  the  committee. 
Section  2.301(e)(2)  requires  that  mem¬ 
bership  on  an  advisory  committee  shall 
be  balanced  in  terms  of  r>oints  of  view 
presented  in  light  of  the  functions  to  be 
performed.  This  is  reiterated  In  $  2.330 
(b)(l)(l).  Accordingly,  the  recommen¬ 
dation  that  §  2.330  be  amended  to  Include 
the  language  and  criteria  of  §  2.202(a) 
is  not  accepted. 

25.  As  indicated  in  the  discussion  in 
item  7  above,  §  2.330(b)  (2)  has  been 
amended  to  reflect  that  industry  and 
consumer  representatives  are  required 
for  certain  advisory  committees,  e.g.,  de¬ 
vice  advisory  committees. 

26.  A  new  §  2.330(g)  has  been  added 
to  clarify  the  distinction  between  con¬ 
sultants  and  advisory  committee  mem¬ 
bers.  This  new  section  is  necessary  as  a 
result  of  the  amendments  to  §  2.308(c). 

27.  The  Office  of  the  Consumer  Pro¬ 
grams  suggested  that  the  selection  pro¬ 
cedures  for  nonvoting  members  in  §  2.332 
be  amended  to  include  the  selection  of 
members  to  serve  on  subcommittees  as 
well  as  committees. 

The  Commissioner  has  accepted  this 
suggestion,  and  the  selection  procedures 
In  S  2.332  have  been  changed  to  apply  to 


the  selection  of  nonvoting  members  to 
serve  on  subcommittees  when  the  Com¬ 
missioner  determines  that  a  nonvoting 
member  is  required. 

28.  Two  comments  urged  that  more 
than  one  industry  representative  be  ap¬ 
pointed  to  serve  on  advisory  committees 
when  circumstances  require  such  addi¬ 
tional  representation  to  present  a  bal¬ 
anced  viewpoint  or  to  ensure  a  broad 
spectrum  of  technical  expertise. 

The  Commissioner  notes  that  the  pro¬ 
visions  of  §  2.332(b)  permit  the  Commis¬ 
sioner  to  apF>olnt  more  than  one  Indus¬ 
try  or  consumer  representative' in  those 
rare  instances  in  which  such  additional 
representation  is  needed.  Therefore,  no 
change  in  §  2.332  Is  required. 

29.  Section  2.332(b)  has  been  changed 
to  clarify  that  the  Commissioner  retains 
the  final  authority  to  appoint  nonvoting 
members  of  advisory  committees  even 
though  nonvoting  members  will  ordi¬ 
narily  be  selected  through  the  procedures 
established  In  paragraphs  (c)  and  (d) 
of  §  2.332. 

30.  The  Commissioner  has  reconsid¬ 
ered  the  selection  procedures  for  con¬ 
sumer  representatives  provided  In  S  2.332 
(c) .  He  concludes  that  to  permit  Individ¬ 
uals  to  vote  on  an  equal  basis  with  groups 
or  organizations  that  have  a  history  of 
active  Involvement  in  matters  relating  to 
PDA  could  unfairly  distort  the  selection 
process.  Accordingly,  §  2.332(c)  (1)  and 
(4)  have  been  changed  to  limit  voting  on 
nominees  for  consumer  representatives 
to  groups  or  organizations.  Individuals 
may  continue  to  nominate  representa¬ 
tives,  although  the  regulations  encourage 
indl^duals  to  make  nominations  through 
groups  or  (X'ganlzations.  The  time  for 
submission  of  nominations  has  been 
shortened  from  60  days  to  30  days  in  or¬ 
der  to  eliminate  unnecessary  delays  In 
the  selection  process. 

The  Commissioner  also  concludes  that 
proposed  §  2.332(c)  failed  to  Identify 
clearly  the  t3q>es  of  organizations  that 
may  participate  In  the  selection  process. 
Accordingly,  §  2.332(c)  (3)  has  been 
amended  to  spell  out  in  detail  the  criteria 
for,  and  the  tsqies  of,  groups  or  organiza¬ 
tions  entitled  to  vote  upon  the  nominees. 

Section  2.332(c)  (4)  has  been  changed 
to  reflect  that  the  ballot  will  contain 
names  of  from  three  to  five'  qualified 
nominees.  As  proposed,  the  paragraph 
implied  that  all  persons  nominated 
would  automatically  be  placed  on  the 
list.  This  could  have  resulted  in  an  un¬ 
necessary  administrative  burden  for  the 
agency  and  would  have  made  the  selec¬ 
tion  process  more  confusing  to  the  vot¬ 
ing  organizations.  The  Commissioner 
notes  that  eligible  nominees  not  placed 
on  a  ballot  or  not  selected  will  remain 
in  a  pool  of  persons  available  for  future 
appointment. 

31.  A  comment  relating  to  §  2.332 
urged  revision  of  the  procedures  for  se¬ 
lecting  industry  and  consumer  repre¬ 
sentatives  to  provide  for  the  expeditious 
naming  of  replacements  or  substitutes 
when  liaison  members  are  absent  due  to 
illness  or  other  reasons. 

The  Commissioner  concludes  that 
substitutes  should  not  be  appointed  be¬ 
cause  it  is  unlikely  that  a  person  selected 


at  the  last  minute  to  attend  a  committee 
meeting  could  make  a  meaningful  con¬ 
tribution.  Moreover,  the  problem  of  un¬ 
expected  turnover  of  industry  represent¬ 
atives  has  not  been  sufficiently  serious  to 
require  amendment  of  the  procedure  by 
which  such  members  are  selected.  Ac¬ 
cordingly,  no  changes  are  made  to  the 
selection  procediues  for  such  members. 

A  more  serious  problem  has  developed 
with  respect  to  the  replacement  of  con¬ 
sumer  representatives.  For  that  reason. 
$2,332  has  been  amended  to  provide  a 
method  of  providing  replacements  for 
constuner  representatives  who  resign  or 
who  are  removed  from  a  committee  be¬ 
fore  the  termination  of  their  period  of 
appointment.  This  change  is  reflected  in 
new  §  2.332(c)  (5). 

32.  A  comment  from  a  representative 
of  constuner  interests  urged  that 
$  2.333(a)  be  amended  to  provide  con- 
stuner  representatives  with  access  to 
trade  secret  information.  The  comment 
asserted  that  industry  representatives 
have  access  to  such  information  and  that 
the  consvuner  representatives  are  thus 
placed  at  a  disadvantage. 

The  Commissioner  believes  that  an 
Industry  representative  will  not  ordi¬ 
narily  have  access  to  trade  secret  data 
unless,  by  coincidence,  such  data  are 
contained  in  materials  submitted  by  his 
own  employer.  Nevertheless,  the  Com¬ 
missioner  concludes  that  consumer  rep¬ 
resentatives  will  be  able  to  make  mor-’ 
meaningful  contributions  to  the  work  of 
the  committee  If  access  is  provided  to 
trade  secrets  and  commercial  or  financial 
Information  that  Is  confidential.  For  this 
reason  $  2.318  has  been  changed  to  pro¬ 
vide  that  those  nonvoting  consumer  rep¬ 
resentatives  who  become  special  gov¬ 
ernment  employees  may  attend  clos '  1 
portions  of  meetings  where  these  mat¬ 
ters  are  discussed.  Section  2.333(a)(2) 
Is  also  amended  to  permit  these  members 
to  have  access  to  trade  secret  materials. 

The  Commissioner  emphasizes  that 
only  those  nonvoting  consumer  repre¬ 
sentatives  who  are  also  appointed  as 
special  government  employees  shall  have 
access  to  trade  secret  data.  As  special 
government  employees,  such  persons  are 
specifically  prohibited  by  21  U.S.C.  331 
(j)  and  18  U.S.C.  1905  from  making  un¬ 
lawful  disclosures  of  such  data  and  in¬ 
formation  or  from  using  such  data  and 
Information  to  their  own  advantage. 

The  Commissioner  recognizes  that,  as 
a  result  of  this  decision,  consumer  rep¬ 
resentatives  will  occasionally  have  ac¬ 
cess  to  trade  secret  data  when  their 
counterparts  representing  industry  will 
not.  The  Commissioner  notes,  however, 
that  in  most  instances  industry  repre¬ 
sentatives  have  resisted  becoming  spe¬ 
cial  government  employees.  Therefore, 
under  the  provisions  of  21  U.S.C.  331  (j) 
and  18  U.S.C.  1905,  they  could  not  in 
any  event  lawfully  be  allowed  to  have 
access  to  trade  secret  data.  Moreover, 
even  if  a  few  industry  representatives 
did  elect  to  become  special  government 
employees,  the  Commissioner  concludes 
that  because  of  their  close  relationship 
with  manufacturers  who  may  be  com¬ 
petitors  of  firms  that  have  supplied  trade 
secrets  to  the  agency,  good  policy  dic- 
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tates  that  such  persons  should  not  be 
given  access  to  trade  secrets  or  other 
confidential  commercial  information. 

33.  A  comment  questioned  the  equity 
of  requiring  any  interested  person  within 
the  class  represented  by  the  nonvoting 
industry  representative,  i.e.,  a  member 
of  industry,  to  receive  written  materials 
prepared  by  the  nonvoting  member  for 
distribution  to  persons  outside  the  advi¬ 
sory  committee.  The  comment  pointed 
out  that  frequently  such  briefing  ma¬ 
terials  involve  considerable  expense  to 
the  trade  association  that  is  “sponsor¬ 
ing”  the  Industry  representative.  To  re¬ 
quire  the  free  dissemination  of  such  ma¬ 
terials  to  persons  who  are  not  members 
of  the  trade  association  would  place  the 
nonmembers  in  a  financially  advanta¬ 
geous  position. 

The  Conunissioner  notes  that  §  2.333 
(c)(1)  does  not  require  that  such  writ¬ 
ten  statements  or  oral  briefings  be  dis¬ 
tributed  routinely  to  all  interested  per¬ 
sons.  Rather,  it  states  that  interest 
persons  within  the  class  represented  by 
the  nonvoting  members  shall  have  "ac¬ 
cess”  to  such  materials.  Accordingly,  so 
long  as  reasonable  access  is  provided, 
the  requirements  of  the  regulation  are 
met.  However,  to  clarify  the  matter, 

§  2.333(c)  (1)  has  been  amended  to  pro¬ 
vide  that  such  documents  shall  be  made 
available  “upon  request”  of  any  inter¬ 
ested  person  within  the  class.  Also, 

§  2.333(c)  (1)  hasjieen  amended  to  pro¬ 
vide  that  when  documents  are  prepared 
with  nongovernment  fimds,  a  reasonable 
fee  may  be  charged  to  cover  the  cost  of 
printing. 

34.  Section  2.335(a)  has  been  amended 
to  remove  the  requirement  that  non¬ 
voting  advisory  committee  members  be 
appointed  as  special  government  em¬ 
ployees.  As  discussed  above  in  reference 
to  S  2.330,  nonvoting  members  may  be 
appointed  as  special  government  em¬ 
ployees  if  they  desire  to  be  paid  for  their 
services,  but  such  appointment  is  not 
mandatory. 

35.  Recently,  the  name  of  the  Radio¬ 
active  Pharmaceuticals  Advisory  Com¬ 
mittee  was  changed  to  Radiopharmaceu¬ 
tical  Advisory  Ccmunittee,  and  the  name 
of  the  Respiratory  and  Anesthetic  Ad¬ 
visory  Committee  was  changed  to  the 
Anesthesiology  Advisory  Committee.  Sec- 
tirni  2.340(c)  has  been  amended  accord¬ 
ingly. 

36.  Section  2.340(d)  has  been  aflaended 
to  r^ect  the  current  status  of  advisory 
committees  of  the  Bureau  of  Medical 
Devices  and  Diagnostic  Products. 

The  Commissioner  previously  reviewed 
the  potential  environmental  impact  of 
the  proposed  Subpart  D  and  concluded 
that  the  proposed  regulations  would  not 
significantly  affect  the  quality  of  the  hu¬ 
man  environment.  No  changes  have  been 
made  in  the  proposed  regulations  that 
would  alter  this  conclusion.  The  Commis¬ 
sioner  also  carefully  considered  the  infla¬ 
tion  impact  of  the  regulations  as  pro¬ 
posed  and  concluded  that  they  are  not 
likely  to  have  an  inflation  impact  of  any 
kind. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (sec.  201  et  seq.. 


52  Stat.  1040  (21  UB.C.  321  et  seq.) ) ,  the 
Publk:  Health  Service  Act  (sec.  1  et  seq., 
58  Stat.  682,  as  amended  (42  nH.C.  201 
et  seq.) ) .  the  Comprdienslve  Drug  Abuse 
Prevention  and  Control  Act  of  1970  (sec. 

4,  84  Stat.  1241  (42  UJ3.C.  257a,)),  the 
Controlled  Substances  Act  (sec.  301  et 
seq.,  84  Stat.  1253  (21  U.S.C.  821  et 
seq.) ) ,  the  Federal  Meat  Inspection  Act 
(sec.  409(b) ,  81  Stat.  600  (21  U.S.C.  679 
(b))),  the  Poultry  Products  Inspection 
Act  (sec.  24(b),  82  Stat.  807  (21  U.S.C. 
467f(b))),  the  Egg  Products  Inspection 
Act  (sec.  2  et  seq.,  84  Stat.  1620  (21 
U.S.C.  1031  et  seq.) ) ,  the  Federal  Import 
Milk  Act  (44  Stat.  1101  (21  U.S.C.  141 
et  seq.)),  the  Tea  Importation  Act  (21 
U.S.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406  (15  U.S.C.  401- 
411  notes) ) ,  the  Fair  Packaging  and  La¬ 
beling  Act  (80  Stat.  1296  (15  U.S.C.  1451 
et  seq.)),  and  all  other  statutory  au¬ 
thority  delegated  to  the  Commissioner 
(21  CFR  5.1)  (recodification  published 
in  the  Feoebal  Register  of  June  15,  1976 
(24262)),  Part  2  is  amended  by  adding 
new  Subpart  D  to  read  as  follows : 

Subpart  D — Public  Hearing  Before  a  Public 
Advisory  Committee 

General 

Sec. 

2.300  Scope  of  subpart. 

2.301  Establishment  and  renewal  of  public 

advisory  ccnumlttees. 

2.302  Termination  of  public  advisory  com¬ 

mittees. 

2.303  Purpose  of  proceedings  before  a  public 

advisory  committee.  , 

2.304  Portions  of  public  advisory  committee 

meetings. 

2.305  Notice  ot  public  hearing  before  a  pub¬ 

lic  advisory  committee. 

2.306  Chairman  of  a  public  advisory 

committee. 

2.307  Meetings  of  a  public  advisory  com¬ 

mittee. 

2.308  Consultation  by  a  public  advisory 

committee  with  other  persons. 

2.309  Additional  rules  for  a  particular  pub¬ 

lic  advisory  committee. 

2.310  CompUation  of  materials  for  members 

of  a  public  advisory  committee. 

2  311  Written  submissions  to  a  public  ad¬ 
visory  committee. 

2.312  Conduct  of  a  public  hearing  before 

a  public  advlsmy  c<Mnmlttee. 

2.313  Minutes  and  reports  public  ad¬ 

visory  comiulttM  meetings. 

2.314  Transcripts  of  public  advisory  com¬ 

mittee  meetings.  • — - 

2.315  Administrative  record  of  a  public 

hearing  before  a  public  advisory 
committee  meeting. 

2.316  Examination  of  administrative  record 

and  other  advisory  committee 
records. 

2.317  Public  Inquiries  and  requests  for  pub¬ 

lic  advisory  cwnmlttee  reccsrds. 

2.318  Determination  to  close  portions  of 

public  advisory  committee  meetings. 

2.319  Administrative  remedies. 

2A20  Applicability  to  Congress. 

2.321  Committees  working  pursuant  to  a 

contract  with  the  Food  and  Drug 
Administration. 

2.322  Application  of  anticancer  clauses. 
Memrfrs  of  Public  Advisory  Committees 

2.330  Qualifications  for  members  of  stand¬ 

ing  policy  and  technical  advisory 
committees. 

2.331  Nominations  of  voting  members  of 

standing  advisory  committees. 


Sec. 

2.332  Nominations  and  selection  of  non- 

voting  members  of  standing  tech¬ 
nical  advisory  committees. 

2.333  Rights  and  responsibintiee  of  nonvot¬ 

ing  members  of  advisory  commit¬ 
tees. 

2.334  Ad  hoc  advisory  committee  members. 

2.335  Compensation  of  public  advisory  com¬ 

mittee  members. 

Standing  Advisory  Committees 
2.340  List  of  standing  advisory  committees. 

Technical  Electronic  Products  Radiation 
Safety  Standards  Committee 

2.350  Establishment  of  the  Technical  Elec¬ 

tronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC). 

2.351  Functions  of  TEPRSSC. 

2.252  Procedures  of  TEPRSSC. 

2.353  Membership  of  TEPRSSC. 

2.354  Conduct  of  TEPRSSC  meetings;  avail¬ 

ability  ot  TEPRSSC  records. 

Color  Additive  Advisory  Committees 

2.360  Establishment  of  a  color  additive  ad¬ 

visory  committee. 

2.361  Functions  of  a  color  additive  advisory 

committee. 

2.362  Procedures  of  a  color  additive  advisory 

committee. 

2.363  Membership  of  a  color  additive  ad¬ 

visory  committee. 

2.364  Fees  and  compensation  pertaining  to 

a  color  additive  advisory  committee. 

Public  Advisory  Committees  for  Human 
Prbscriftion  Drugs 

2.370  Establishment  of  standing  technical 

public  advisory  committees  for  hu¬ 
man  prescription  drugs. 

2.371  Utilization  of  a  public  advisory  com¬ 

mittee  on  the  initiative  of  the  Food 
and  Drug  Administration. 

2.372  Advice  and  recommendations  in  writ¬ 

ing. 

2.373  Utilization  of  a  public  advisory  com¬ 

mittee  at  the  request  of  an  inter¬ 
ested  person. 

Authority:  Sec.  201  et  seq..  Pub.  L.  717, 
52  Stat.  1040  as  amended  (21  UR.C.  321  et 
seq.) ;  rsec.  1  et  seq..  Pub.  L.  410,  58  Stat. 
682  as  amended  (42  UJ3.C.  201  et  seq.);  sec. 
4,  Pub.  L.  91-518,  84  Stat.  1241  (42  TLS.C. 
257a) ;  sec.  301  et  seq..  Pub.  L.  01-513,  84  Stat. 
1253  (21  U.S.C.  821  et  seq.);  sec.  409(b), 
Pub.  L.  242,  81  Stat.  600  (21  U3.C.  679(b)); 
sec.  24(b),  Pub.  L.  85-172,  82  Stat.  807  (21 
U.S.C.  467f  (b) ) ;  sec.  2  et  seq..  Pub.  L.  91-597, 
84  Stat.  1620  (21  U.S.C.  1031  et  seq.);  secs. 
1  through  9,  Pub.  L.  625,  44  Stat.  1101-1103 
as  amended  (21  UJ3.C.  141-149);  secs.  1 
through  10,  Chapter  368,  29  Stat.  604-609  as 
amended  (21  n.S.C.  41-50);  sec.  1  et  seq.. 
Pub.  L.  783,  44  Stat.  1406  as  amended  (15 
DR.C.  401  et  seq.) ;  sec.  1  et  seq..  Pub.  L.  89- 
755,  80  Stat.  1296  as  amended  (15  U.S.C.  1451 
et  seq.). 

Subpart  D — Public  Hearing  Before  a  Public 
Advisory  Committee 

General 

§  2.300  Scope  of  subpart. 

(a)  Subpart  D  governs  the  practices 
and  procedures  applicable  whenever: 

(1)  The  Commissioner  concludes,  in 
his  discretion,  that  It  Is  hi  the  public 
Interest  for  a  standing  or  ad  hoc  policy 
<»*  technical  public  advisory  committee, 
hereinafter  an  "advisory  committee”  or 
"committee,”  to  lu^d  a  ptfiillc  hearing 
and  to  review  and  make  recommenda¬ 
tions  with  respect  to  any  matter  or  class 


FEDERAL  REGISTER.  VOL  41.  NO.  229— FRIDAY,  NOVEMBER  26,  1976 


r)2i.>4 

of  matters  of  importance  pending  before 
the  Food  and  Drug  Administration,  and 
for  interested  persons  to  present  data, 
information,  and  views  at  an  oral  public 
hearing  before  the  advisory  committee. 

(2)  Pursuant  to  specific  provisions  in 
otlier  sections  of  this  chapter,  a  matter 
pending  before  the  Food  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  an  advisory  committee.  Such 
specific  provisions  are: 

(i)  Section  2.350  relating  to  review  of 
a  performance  standard  for  an  electronic 
product  by  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee. 

(ii)  Section  2.360  relating  to  review 
of  the  safety  of  color  additives. 

(iii)  Section  2.370  relating  to  review 
of  the  safety  and  effectiveness  of  human 
prescription  drugs. 

(iv)  Section  330.10  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  over-the-counter  drugs. 

(v)  Section  601.25  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  biological  drugs. 

(3)  A  person  who  has  a  right  to  an 
opportunity  for  a  formal  evidentiary 
pubUc  hearing  imder  Subpart  B  of  this 
part  waives  that  opportunity  and  in  lieu 
thereof  requests  pursuant  to  §  2.117  a 
public  hearing  before  a  public  advisory 
committee  pursuant  to  this  subpart,  and 
the  Commissioner,  in  his  discretion,  ac¬ 
cepts  this  request. 

(b)  In  determining  whether  a  group 
is  a  “public  advisory  committee”  as  de¬ 
fined  in  §  2.3(a)  (14)  and  thus  subject 
to  the  requirements  of  this  subpart  and 
of  the  Federal  Advisory  Ccmunittee  Act, 
the  following  guidelines  shall  be  used: 

(1)  An  advisory  committee  may  be  a 
standing  advisory  committee  or  an  ad 
hoc  advisory  committee.  All  standing 
advisory  committees  shall  be  listed  in 
§  2.340. 

<2)  An  advisory  committee  may  be  a 
policy  advisory  committee  or  a  technical 
advisory  committee.  A  policy  advisory 
committee  advises  on  broad  and  general 
matters.  A  technical  advisory  cmnmlttee 
advises  on  specific  technical  or  scientific 
issues,  which  may  relate  to  regulatory 
decisions  before  the  agency. 

(3)  An  advisory  cmnmlttee  Includes 
any  subgroup  thereof  when  It  is  working 
on  behalf  of  the  cmnmittee.  Section  2.301 
(d)  describes  when  a  subgroup  will  be 
established  as  an  advisory  ccmunittee 
separate  and  independent  from  the  par¬ 
ent  committee. 

(4)  A  committee  composed  entirely  of 
full-time  Federal  government  employees 
is  not  an  advisory  committee. 

<5)  An  advisory  committee  shall  or¬ 
dinarily  have  a  fixed  membership,  a  de¬ 
fined  purpose  of  providing  advice  to  the 
agency  on  a  particular  subject,  regular 
or  periodic  meetings,  and  an  organiza¬ 
tional  structure,  e.g.,  a  chairman  and 
staff,  and  shall  serve  as  a  source  of  In¬ 
dependent  expertise  and  advice  rather 
than  as  a  representative  of  or  advocate 
for  any  particular  Interest. 

(1)  A  group  of  persons  convened  on 
an  ad  hoc  basis  to  discuss  a  matter  of 
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cunent  interest  to  the  agency,  but  which 
has  no  continuing  function  or  organiza¬ 
tion,  does  not  Involve  substantial  special 
preparation,  and  does  not  as  a  group 
issue  a  report  to  or  advise  the  agency,  is 
not  an  advisory  committee. 

(ii)  A  group  of  two  or  more  agency 
consultants  meeting  with  the  agency  on 
an  ad  hoc  basis  is  not  an  advisory 
committee. 

(iii)  A  group  of  experts  who  are  em¬ 
ployed  by  a  private  company  or  a  trade 
association  which  has  been  requested  by 
the  ageiTcy  to  provide  Its  views  on  a  reg¬ 
ulatory  matter  pending  before  the 
agency  is  not  an  advisory  committee. 

(iv)  A  constdtlng  firm  hired  by  the 
agency  to  provide  advice  regarding  a 
matter  is  not  an  advisory  committee. 

(6)  An  advisory  committee  which  Is 
utilized  by  the  agency  Is  subject  to  the 
requirements  of  this  subpart  even  though 
it  was  not  established  by  the  agency.  In 
general,  a  committee  is  “utilized”  by  the 
agency  when  the  agency  requests  advice 
or  recommendations  from  the  crnmnlttee 
on  a  specific  matter  in  order  to  obtain  an 
independent  review  and  consideration  of 
the  matter,  and  not  when  the  agency  Is 
merely  seeking  the  comments  of  all  In¬ 
terested  persons  or  of  persons  who  have 
a  specific  interest  in  the  matter  involved. 

(i)  A  committee  formed  by  an  Inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  is  utilized  by  the  agency  if  the 
agency  requests  the  advice  of  that  com¬ 
mittee  rather  than  of  the  parent  orga¬ 
nization,  or  the  circumstances  show 
that  the  advice  given  Is  that  of  the  com¬ 
mittee  and  not  of  the  parent  organiza¬ 
tion.  A  committee  formed  by  an 
independent  scientific  or  technical  orga¬ 
nization  is  not  utilized  by  the  agency  if 
the  agency  requests  advice  of  the  organi¬ 
zation  rather  than  of  a  committee  and  If 
the  recommendations  of  any  committee 
formed  in  response  to  the  agency’s  re¬ 
quest  for  advice  are  subject  to  substan¬ 
tial  Independent  policy  and  factual 
review  by  the  governing  body  of  the  par¬ 
ent  organization. 

(11)  A  committee  is  not  utilized  by  the 
agency  if  It  provides  only  data  and  in¬ 
formation,  as  contrasted  with  advice  or 
(pinions  or  recommendations. 

(ill)  The  Pood  and  Drug  Administra¬ 
tion  is  charged  with  seeking  out  the  views 
of  all  segments  of  the  public  on  enforce¬ 
ment  of  the  laws  administered  by  the 
Commissioner.  The  fact  that  a  group  of 
individuals  or  a  coipmlttee  meets  regu¬ 
larly  with  the  agency,  e.g.,  a  monthly 
meeting  with  consumer  representatives, 
does  not  make  that  group  or  committee 
an  advisory  committee.  Thus,  the  pro¬ 
visions  of  this  subpart  are  not  appli¬ 
cable  to  routine  meetings,  discussions, 
and  other  dealings,  including  exchanges 
of  views,  between  the  agency  and  any 
committee  representing  or  advocating 
the  particular  interests  of  consumers,  In¬ 
dustry,  professional  organizations,  or 
others. 

(7)  The  inclusion  of  one  or  two  agency 
consultants  who  are  special  government 


employees  on  an  internal  agency  com¬ 
mittee  does  not  make  that  committee 
an  advisory  committee. 

(8)  A  Public  Board  of  Inquiry  estab¬ 
lished  under  Subpart  C  of  this  part  or 
other  similar  group  convened  by  agree¬ 
ment  between  the  parties  to  a  regula¬ 
tory  proceeding  pending  before  the  Pood 
and  Drug  Administration,  to  review  and 
prepare  an  initial  decision  on  the  issue 
in  lieu  of  a  formal  evidentiary  public 
hearing,  is  acting  as  an  administrative 
law  tribunal  and  is  not  an  advisory 
committee. 

(9)  An  open  public  conference  or  meet¬ 
ing  conducted  pursuant  to  §  2.15(b)  is 
not  an  advisory  committee  meeting. 

(c)  The  provisions  of  this  subpart  ap¬ 
ply  only  when  a  committee  convenes  to 
conduct  committee  business.  Site  visits, 
social  gatherings,  informal  discussions 
by  telephone  or  during  meals  or  while 
traveling  or  at  other  professional  func¬ 
tions,  or  other  similar  activities  do  not 
constitute  a  meeting. 

(d)  An  advisory  committee  which  is 
utilized  but  not  established  by  the  Pood 
and  Drug  Administration  shall  be  sub¬ 
ject  to  the  provisions  of  this  subpart  only 
to  the  extent  of  such  utilization,  and  not 
with  respect  to  any  other  activities  of 
such  committee. 

(e)  Any  conference  or  meeting  between 
an  employee  of  the  Pood  and  Drug  Ad¬ 
ministration  and  a  committee  or  group 
which  is  not  an  advisory  committee  shall 
be  subject  to  the  provisions  of  S  2.15  or 
other  provisions  specifically  applicable 
to  such  committee  or  group,  e.g..  Sub¬ 
part  C  of  this  part  for  a  Public  Board  of 
Inquiry. 

(f)  The  provisions  of  this  subpart 
shall  apply  to  all  Pood  and  Drug  Ad¬ 
ministration  advisory'  committees,  ex¬ 
cept  to  the  extent  that  specific  statutory 
requirements  provide  otherwise  for  a  par¬ 
ticular  committee,  e.g.,  the  Technical 
Electronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC),  the 
Board  of  Tea  Experts,  and  advisory  com¬ 
mittees  established  under  the  Medical 
Device  Amendments  of  1976. 

§  2.301  Establishment  and  renewal  of 
public  advisory  committees. 

(a)  A  public  advisory  committee  may 
be  established  or  renewed  whenever  it 
is  necessary  or  appropriate  for  such  an 
advisory  committ^  to  hold  a  public 
hearing  and  to  review  and  make  recom¬ 
mendations  on  any  matter  pending  be¬ 
fore  the  Pood  and  Drug  Administration. 
Before  an  advisory  committee  is  estab¬ 
lished  or  renewed  it  shall  first  be  ap¬ 
proved  by  the  Department  pursuant  to 
45  CPR  Part  11  and  the  Office  of  Man¬ 
agement  and  Budget  pursuant  to  duly 
promulgated  procedures. 

(b)  Upon  the  establishment  or  renew¬ 
al  of  an  advisory  committee,  the  Com¬ 
missioner  shall  issue  in  the  Pederal 
Register  a  notice  certifying  that  the 
establishment  or  renewal  of  the  advisory 
committee  is  in  the  public  Interest  and 
stating  the  structure,  function,  and  pur¬ 
poses  of  the  advisory  committee  and,  if 
it  is  a  standing  advisory  committee,  shall 
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(6)  The  nature  of  the  subjects  to'be 
discussed  during,  and  the  reasons  for 
closing,  any  clos^  portion  of  the  meet¬ 
ing. 

(7)  The  time  specifically  set  aside  for 
oral  statements  by  Interested  persons 
and  for  other  public  participation. 

(8)  The  name,  address,  and  telephone 
number  of  the  advisory  committee  exec¬ 
utive  secretary  and  any  other  agency 
employee  designated  as  responsible  for 
the  administrative  support  for  the  ad¬ 
visory  committee. 

(9)  A  statement  that  written  submis¬ 
sions  may  be  made  to  the  advisory  com¬ 
mittee,  through  the  executive  secretary, 
at  any  time,  imless  a  cutoff  date  has 
been  established  imder  §  2.311(c)  (2) . 

(10)  Wliere  a  notice  Is  published  In  the 
Federal  Registeb  less  than  15  days  be¬ 
fore  a  meeting,  an  explanation  for  the 
lateness  of  the  notice. 

(c)  If  a  public  bearing  before  a  public 
advisory  committee  Is  being  used  In  lieu 
of  a  formal  evidentiary  public  hearing  as 
provided  In  S  2.300(a)(3),  an  Initial  no¬ 
tice  of  hearing  shall  be  published  separ- 
rately  in  the  Federal  Register  containing 
all  the  Information  described  In  S  2.117 
(e) .  Such  a  separate  notice  may  also  be 
published  In  the  Federal  Register  with 
respect  to  any  other  public  hearing  be¬ 
fore  a  public  advisory  committee  when 
the  Commlssloaer  concludes.  In  his  dis¬ 
cretion,  that  It  would  be  Informative  to 
the  public. 

(d)  A  list  (ff  public  advisory  committee 
meetings  shall  be  distributed  to  the  press 
by  the  Assistant  Cbmmlssloner  for  Public 
Affairs. 

(e)  All  public  advisory  cmnmlttee 
meetings  shall  be  Included  on  the  publle 
calendar  described  In  1 2.22(a) . 

§  2.306  Chairman  of  a  puhlir  advisory 
committee. 

(a)  The  advisory  committee  chairman 
shall  have  the  authority  to  eondoct  hear¬ 
ings  and  meetings,  Including  the  autiKH*- 
ity  to  adjourn  any  hearing  or  meeting 
whenever  he  determines  adjournment  to 
be  In  the  public  Interest,  to  discontinue 
discussion  of  a  particular  matter,  to  con¬ 
clude  the  open  portion  of  a  meeting,  or 
to  take  any  other  action  In  furtherance 
of  a  fair  and  expeditious  hearing  or 
meeting. 

(b)  If  the  chairman  is  not  a  full-time 
employee  of  the  Pood  and  Drug  Admin¬ 
istration,  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee,  or  his  alternate,  shall 
be  the  designated  Federal  employee  who 
is  assigned  to  the  advisory  cmnmlttee. 
The  designated  Federal  employee  Is  also 
authorized  to  adjourn  any  hearing  or 
meeting  whenever  he  determines  ad¬ 
journment  to  be  In  the  public  Interest 

§  2.307  Meetings  of  a  public  advisory 
committee. 

(a)  No  advisory  committee  may  con¬ 
duct  a  meeting  except  at  the  caU  or  with 
the  advance  approval  of,  and  with  an 
agenda  approved  by,  the  designated  Fed¬ 
eral  employee  or  his  alternate.  No  such 
meeting  shall  be  held  In  the  absence  of 
such  designated  Federal  employee. 
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(1)  If  any  matter  is  added  to  the 
agenda  after  its  publication  in  the  Fed¬ 
eral  Register  pursuant  to  §  2.303(b)  (4) . 
an  attempt  shall  be  made  to  so  inform 
any  person  known  to  be  Interested  In 
such  matter,  and  the  addition  of  such 
matter  shall  be  annoimced  at  the  begin¬ 
ning  of  the  open  portion  of  the  meeting. 

(2)  The  advlsmy  committee  meeting 
shall  be  conducted  In  accordance  with 
the  approved  final  agenda  Insofar  as  Is 
practical. 

(b)  Advisory  committee  meothigs  i^all 
be  held  at  places  that  are  reasonably 
accessible  to  members  of  the  public.  All 
advisory  committee  meetings  shall  be 
held  In  Washington,  DC,  or  Rockville, 
MD,  or  the  Inunediate  vicinity,  unless 
the  Commissioner  receives  a  written  re¬ 
quest  from  the  advisory  committee  for, 
and  iq>proves,  a  different  location.  A  dif¬ 
ferent  location  may  be  approved  when 
one  or  more  of  the  following  applies: 

(1)  The  total  cost  of  the  meeting  to 
the  govemm^t  will  be  reduced. 

(2)  A  substantial  munber  of  the  advi¬ 
sory  committee  members  win  be  at  the 
location  at  no  expense  to  the  Food  and 
Drug  Administration  for  other  reasons, 
e.g.,  for  a  meeting  of  a  professional  asso¬ 
ciation. 

(3)  It  Is  a  central  location  viiich  Is 
more  readily  accessible  to  advisory  com¬ 
mittee  members. 

(4)  There  Is  a  need  for  Increased  pu*- 
ticlpation  available  at  that  location. 

(5)  The  advisory  cmnmlttee  wishes  to 
review  work  or  facilities  In  a  speclfie  lo¬ 
cation. 

(6)  The  advisory  committee  Is  con¬ 
cerned  wltii  matters  that  functionally  or 
historically  occur  In  some  other  locaticm; 
e.g..  the  Board  of  Tea  Experts  and  the 
National  Center  for  Toxicological  Re¬ 
search,  Science  Advisory  Board  will  gen¬ 
erally  hold  meetings  In  Brooklyn,  NY  and 
In  the  Little  Rock,  AR  vicinity,  respec¬ 
tively. 

(c)  Advisory  committee  members  may, 
with  the  approval  of  the  Food  and  Drug 
Administration,  conduct  onsite  visits  rel¬ 
evant  to  the  work  of  the  advlscuy 
committee. 

(d)  A  quorum  for  an  advisory  com¬ 
mittee  Shan  be  a  majority  of  the  current 
voting  members  of  the  advisory  com¬ 
mittee,  except  as  provided  In  §  2.352(c) 
for  TEPRSSC.  Any  matter  before  the  ad¬ 
visory  committee  shaU  be  decided  by  a 
majority  vote  of  the  voting  members 
present  at  the  time,  except  that  the  des¬ 
ignated  Federal  official  may  require  that 
any  final  report  be  voted  upmi  by  aU 
current  voting  members  of  the  advisory 
committee.  Any  current  voting  member 
of  the  advisory  committee  may  file  a  sep¬ 
arate  report  with  additional  or  minority 
views. 

(e)  Subject  to  availability  of  space, 
any  interested  person  may  attend  any 
portion  of  any  advisory  committee  meet¬ 
ing  which  Is  not  closed. 

(f)  Whenever  feasible,  meetings  shall 
be  held  in  government  facilities  or  other 
facilities  involving  the  least  expense  to 
the  public.  The  size  of  the  meettog  room 
shall  be  reasonable,  considering  such  fac¬ 
tors  as  the  size  of  the  advisory  commit¬ 


tee,  the  number  of  m«.mbers  of  the  pub¬ 
lic  who  could  be  expected  to  attend  a 
particular  meeting,  the  number  of  per¬ 
sons  who  attended  or  sought  to  attend 
similar  meetings  in  the  past,  and  the  re¬ 
sources  and  facilities  available. 

(g)  Any  portion  of  a  meeting  shall  be 
closed  by  the  advisory  committee  chair¬ 
man  only  when  matters  which  have  been 
determined  by  the  Commissioner  to  be 
closed  In  accordance  with  §  2.318  are  to 
be  discussed.  Where  a  portion  of  the 
meeting  Is  closed,  the  closed  portion  shall 
be  held  after  the  conclusion  of  the  open 
portion  whenever  practicable. 

(h)  Any  advisory  committee  member 
may  take  notes  during  advisory  commit¬ 
tee  meetings  and  report  and  discuss  ad¬ 
visory  committee  deliberations  after  a 
meeting  Is  completed  and  before  official 
minutes  or  a  r^rt  are  available,  within 
such  rules  and  regulations  as  are  adopted 
by  the  Food  and  Drug  Administration 
and  by  the  advisory  committee  with  the 
concurrence  of  the  Food  and  Drug  Ad¬ 
ministration,  including  all  of  the 
following: 

(1)  niere  shall  be  no  attribution  of 
Individual  views  expressed  in  a  closed 
session  or  reveaUng  of  nmnerical  votes. 

(2)  There  shall  be  no  r^x>rting  or 
discussion  wilh  respect  to  any  particular 
matter  where  the  advisory  committee  or 
the  Food  and  Drug  Administration  spe¬ 
cifically  so  directs,  e.g.,  where  delibera¬ 
tions  are  Incmnplete  or  Involve  a  sensi¬ 
tive  regulatory  decision  which  requires 
preparation  for  Implementation. 

(3)  There  shall  be  no  reporting  or  dis¬ 
cussion  with  respect  to  data  or  informa¬ 
tion  prohlMted  from  public  disclosure 
pursuant  to  8  2.316. 

(4)  Any  notes  ot  minutes  kept  or  re¬ 
port  prepared  by  any  advisory  commit¬ 
tee  member  shall  have  no  status  or  effect 
whatever  unless  adopted  as  to  Incorpo¬ 
rated  into  the  official  minutes  or  report 
by  the  advlsoiy  committee.  It  shall  be 
the  responsibility  of  each  advisory  com¬ 
mittee  member  to  make  certain  that  the 
(ffilclal  minutes  and  reports  are  complete 
and  accurate  and  fully  reflect  what  hap¬ 
pened  at  any  meeting  he  attended. 

§  2.30  Consultation  by  a  public  advi¬ 
sory  committee  with  other  persons. 

(a)  An  advisory  committee  may  con¬ 
fer  with  any  person  who  may  have  data, 
infonnation,  or  views  relevant  to  any 
matter  pending  before  the  advisory 
committee. 

(b)  Any  interested  person  may  submit 
to  the  advisory  committee  a  written  re¬ 
quest  that  It  confere  with  specific  persons 
who  may  have  data,  Infonnation,  or 
views  relevant  to  any  matter  pending 
before  the  advisory  committee.  Such  re¬ 
quest  shall  state  the  advisory  com¬ 
mittee  should  confer  with  the  person, 
and  why  the  views  Of  that  person  can¬ 
not  reasonably  be  furnished  to  the  ad¬ 
visory  committee  by  any  other  means. 
The  advisory  committee  may.  In  its  dis¬ 
cretion,  grant  or  deny  such  a  request. 

(c)  When  an  advisory  committee 
wishes  to  confer  with  a  person  who  Is  not 
a  Federal  Government  executive  branch 
employee,  the  committee  shall  only  con¬ 
fer  with  the  person  during  the  open  por- 
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tk>iie  of  a  meeting.  Such  person  may, 
hofwever,  submit  his  Tlews  In  wrltlLg  to 
the  committee  as  part  of  the  administra¬ 
tive  record  under  S  2.315.  Such  person 
shall  participate  at  the  closed  portions  of 
a  meeting  only  If  he  is  appointed  as  a 
special  government  employee  by  the 
Commissioner  as  provided  In  paragraph 
(e)  of  this  section.  This  paragraph  (c) 
Is  not  Intended  to  bar  the  testimony  of  a 
person  during  a  closed  portion  of  a  meet¬ 
ing  relative  to  matters  prohibited  from 
public  disclosure  as  provided  In  S  2.304 

(c)  and  9  2.318(c). 

(d)  To  pxwent  Inadvertent  violation 
of  Federal  conflict  of  Interest  laws  and 
laws  prohibiting  disclosure  of  trade  se¬ 
crets  (18  U.S.C.  208,  21  U.S.C.  331(j).  18 
U.S.C.  1905).  Federal  executive  branch 
employees  who  are  not  employees  of  the 
Department  fdiall  not  confer,  testify,  or 
otherwise  participate  (other  than  as  ob¬ 
servers)  at  any  portion  of  an  advisory 
committee  meeting  rniless  they  are  ap¬ 
pointed  as  special  government  employees 
by  the  Commissioner  as  provided  in  par¬ 
agraph  (e)  of  this  section. 

(e)  The  Commissioner  may  appoint 
persons  as  special  government  employees 
to  be  consultants  to  a  public  advisory 
committee.  Such  consultants  may  be  ap¬ 
pointed  to  provide  expertise,  generally 
concerning  a  highly  technical  matter,  not 
readily  available  from  the  members  of 
the  committee.  Such  persons  may  be 
either  from  outside  the  government  or 
from  agencies  other  than  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 
Reports,  data,  information,  and  other 
written  submissions  made  to  a  public  ad- 
visoiy  committee  by  a  consultant  shall  be 
part  of  toe  admintstrative  record  item¬ 
ized  in  9  2.315. 

§  2.309  Additional  rulos  for  a  particular 
public  advisory  committee. 

(a)  In  addition  to  toe  rules  established 
for  all  Food  and  Drug  Administration  ad¬ 
visory  committees  in  this  subpart,  any 
advisory  committee  may,  with  toe  con¬ 
currence  of  toe  designated  P^ederal  of¬ 
ficial,  adopt  additional  rules  which  are 
not  inconsistent  with  this  subpart  or  with 
aimlicable  legal  requirements. 

(b)  Such  additional  rules  shall  be  in¬ 
cluded  in  the  minutes  of  the  meeting 
when  adopted  and  in  toe  materials  com¬ 
piled  pursuant  to  §  2.310  and  shall  be 
available  for  public  disclosure  pursuant 
to  §  2.317(c). 

§  2.310  ConH>ilation  of  materials  for 
members  of  a  public  advisory  com¬ 
mittee. 

The  Commissioner  shall  prepare  and 
provide  to  all  advisory  committee  mem¬ 
bers  a  compilation  of  materials  bearing 
upon  an  advisory  committee  member’s 
duties  and  responsibilities,  including : 

(a)  All  applicable  conflict  of  inter¬ 
est  laws  and  regulations  and  a  summary 
of  their  principal  provisions. 

(b)  All  applicable  laws  and  regula¬ 
tions  relating  to  trade  secrets  and 
confidential  commercial  or  financial  in¬ 
formation  that  may  not  be  disclosed 
publicly  and  a  siunmary  of  their  princi¬ 
pal  provisions. 


(c)  All  applicable  laws,  regulations, 
and  guidelines  relating  to  the  sifliject 
matter  covered  by  toe  advisory  commit¬ 
tee  and  a  summary  of  their  principal 
provisions. 

(d)  All'  applicable  laws,  regiilatlons, 
advisory  committee  charters.  Federal 
Register  notices,  curricula  vitae,  rules 
adopted  by  the  advisory  committee,  and 
other  material  relating  to  toe  formation, 
composition,  and  operation  of  toe  advi¬ 
sory  committee,  and  a  summary  of  their 
principal  provisions. 

(e)  Instructions  on  whom  to  contact 
when  any  questions  arise. 

(f )  Such  other  material  relating  to  the 
Food  and  Drug  Administration  and  toe 
subject  matter  covered  by  toe  commit¬ 
tee  as  may  facilitate  the  work  of  toe 
advisory  committee. 

§  2.311  Written  8ubnii88iun»<  to  a  public 
advisory  committee. 

(a)  Ten  copies  of  all  written  submis¬ 
sions  for  an  advisory  committee  shall  be 
sent  to  the  executive  secretary  of  the  ad¬ 
visory  committee,  unless  an  applicable 
Federal  Register  notice  or  other  regula¬ 
tions  in  this  chapter  specify  otherwise. 
All  such  submissions  shall  be  subject  to 
toe  provisions  of  9  2.5,  except  that  no 
copies  need  be  sent  to  the  Hearing  Clerk. 

(b)  At  toe  request  of  an  advisory  com¬ 
mittee,  or  on  his  own  initiative,  the  Com¬ 
missioner  may  at  any  time  issue  in  the 
P’EDERAL  Register  a  notice  requesting  the 
submission  to  the  advisory  committee  of 
written  data,  Information,  and  views  per¬ 
tinent  to  any  matter  being  reviewed  by 
an  advisory  committee.  Such  notice  may 
specify  the  format  in  which  toe  submis¬ 
sion  shall  be  made,  the  number  of  copies 
to  be  submitted,  and  the  time  within 
which  submission  shall  be  made. 

(c)  At  toe  request  of  an  advisory  com¬ 
mittee,  or  on  his  own  initiative,  toe  Com¬ 
missioner  may  at  any  time  request  the 
applicant  or  sponsor  of  an  application 
or  petition  relating  to  a  specific  product 
on  which  action  is  pending  before  toe 
Food  and  Drug  Administration  and  that 
is  being  reviewed  by  an  advisory  commit¬ 
tee,  to  present  and/or  discuss  safety,  ef¬ 
fectiveness,  or  other  data  concerning  toe 
product  being  reviewed  during  a  regu¬ 
larly  scheduled  meeting  of  the  advisory 
committee.  The  request  may  be  for  an 
oral  presentation  to  toe  committee  or  for 
a  concise,  well-organized  written  sum¬ 
mary  pf  pertinent  information  for  review 
by  toe  committee  members  prior  to  toe 
meeting,  or  both.  Unless  specified  other¬ 
wise,  one  copy  of  the  written  summary 
along  with  a  proposed  agenda  outlining 
toe  topics  to  be  covered  and  identifying 
toe  participating  industry  staff  members 
or  consultants  that  will  present  each 
topic  shall  be  submitted  to  toe  executive 
secretary  of  toe  committee  or  other  de¬ 
signated  agency  employee  at  least  3 
weeks  prior  to  the  meeting. 

(d)  Any  interested  person  may  submit 
to  an  advisory  committee  written  data. 
Information,  or  views  on  any  matter  be¬ 
ing  reviewed  by  that  advisory  commit¬ 
tee.  Voluminous  data  shall  be  accom¬ 
panied  by  a  summary. 

(1)  Any  such  submission  shall  be  dis¬ 
tributed  to  each  advisory  committee 


member,  either  by  mail  or  at  the  next 
advisory  committee  meeting,  and  shall 
be  considered  by  toe  advisory  committee 
in  its  review  toe  matter. 

(2)  An  advisory  committee  may  estab¬ 
lish,  and  shall  give  public-  notice  of,  a 
cutoff  date  after  which  submissions  re¬ 
lating  to  any  matter  shall  no  longer  be 
received  or  considered. 

(e)  The  Commissioner  shall  provide 
to  an  advisory  committee  all  data  and 
information  he  concludes  to  be  relevant 
to  any  matter  being  reviewed  by  toe  ad¬ 
visory  committee.  Any  member  of  the 
advi^ry  committee  shall,  upon  request, 
also  be  provided  any  additional  material 
available  to  toe  Food  and  Drug  Admin¬ 
istration  which  he  believes  appropriate 
for  an  Independent  Judgment  on  toe 
matter,  e.g.,  raw  data  tmderljdng  any 
siunmary  or  report,  or  a  briefing  on  toe 
legal  aspects  of  toe  matter. 

§  2.312~  Conduct  of  a  public  hearing  be¬ 
fore  a  public  advisory  committee. 

(a)  For  each  advisory  committee 
meeting,  toe  open  portion  for  public 
participation  which  constitutes  a  public 
hearing  pursuant  to  9  2.304(a)  shall  be 
at  least  1  hour  long  unless  toe  public  par¬ 
ticipation  does  not  last  that  long,  and 
may  last  for  whatever  longer  time  toe 
advisory  committee  chairman  determines 
will  facilitate  toe  work  of  toe  advisory 
committee.  The  Federal  Register  no¬ 
tice  published  pursuant  to  9  2.305  shall 
designate  toe  time  specifically  reserved 
for  such  public  hearing,  which  shall 
ordinarily  be  toe  first  portion  of  the 
meeting.  Further  public  participation  in 
any  open  portion  of  toe  meeting  pur¬ 
suant  to  9  2.304(b)  shall  be  solely  at  toe 
discretion  of  the  advisory  committee 
chairman. 

(b)  Any  interested  person  who  wishes 
to  be  assured  of  toe  right  to  make  an 
oral  presentation  at  a  particular  advi¬ 
sory  committee  hearing  shall  so  Inform 
the  executive  secretary  of  the  advisory 
committee  or  other  designated  agency 
employee,  orally  or  in  writing,  prior  to 
the  advisory  committee  meeting. 

(1)  Such  person  shall  state  toe  gen¬ 
eral  nature  of  toe  presentation  and  toe 
approximate  time  requested.  Whenever 
possible,  all  written  data  and  informa¬ 
tion  to  be  discussed  by  that  person  at 
the  advisory  committee  hearing  shall  be 
furnished  in  advance  to  the  executive 
secretary  or  other  designated  agency  em¬ 
ployee.  Such  written  material  shall  be 
distributed  or  mailed  to  the  advisory 
committee  members  in  advance  of  the 
committee  meeting  If  time  permits,  and 
otherwise  will  be  distributed  to  toe  ad¬ 
visory  committee  members  when  they  ar¬ 
rive  for  toe  meeting.  Such  mailing  or  dis¬ 
tribution  shall  be  undertaken  only  by  toe 
agency  unless  toe  agency  specifically  per¬ 
mits  toe  person  making  toe  presentation 
to  mail  or  distribute  such  material. 

(2)  Prior  to  toe  advisory  committee 
hearing,  toe  executive  secretary  or  other 
designated  agency  employee  shall  deter¬ 
mine  toe  amount  of  time  allocated  to 
each  person  for  his  oral  presentation 
and  toe  time  that  oral  presentation  is 
scheduled  to  begin.  Bach  such  person 
shall  be  so  Informed  in  writing,  or  if  the 
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time  prior  to  the  hearing  is  short,  by 
telephone.  Joint  presentations  may  be 
required  by  persmis  with  oommcm  In¬ 
terests. 

(c)  The  chairman  of  the  advisory  com¬ 
mittee  shall  preside  at  the  hearing  pur¬ 
suant  to  S  2.306  and  shall  be  accom¬ 
panied  by  other  adviswy  committee 
members  who  shall  serve  as  a  panel  in 
conducting  the  hearing. 

id)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  consist¬ 
ent  with  a  reasonable  and  orderly  hear- 
mg.  A  person  may  be  accompanied  by  any 
munber  of  additional  persons,  and  may 
present  any  wTitt«i  data,  information, 
or  views  for  inclusion  in  the  record  of  the 
hearing,  subject  to  the  requirements  of 
§  2.311(c). 

(e)  If  a  person  is  not  present  at  the 
time  specified  for  his  presentation,  the 
persons  following  will  appear  in  order. 
An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  interested  persons  attend¬ 
ing  the  hearing  who  did  not  request  an 
(n;>portunity  to  make  an  oral  presentation 
shall  be  given  an  opportunity  to  make  an 
oral  presentation  at  the  conclusion  of  the 
hearing,  in  the  discretion  of  the  chair¬ 
man  of  the  advisory  committee,  to  the 
extent  that  time  permits. 

(f)  The  chairman  and  other  members 
of  the  advisory  committee  may  question 
any  person  during  or  at  the  conclusion 
of  his  presentation.  No  other  person  at¬ 
tending  the  hearing  may  question  a  per¬ 
son  making  a  presentation.  The  chair¬ 
man  may  allot  additional  time  to  any 
person  when  he  concludes  that  it  is  in 
the  public  interest,  but  may  not  reduce 
the  time  allotted  for  any  person  without 
his  consent. 

(g)  Pubhc  participants  may  question 
an  advisory  committee  member  only  with 
that  advisory  committee  member’s  per¬ 
mission  and  only  about  matters  before 
the  advisory  committee. 

(h)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  relat¬ 
ing  to  the  admissibihty  of  data,  infor¬ 
mation,  and  views  shall  be  made  or  con¬ 
sidered,  but  other  participants  may  com¬ 
ment  upon  or  rebut  all  such  data,  infor¬ 
mation,  and  views.  No  participant  may 
Interrupt  the  presentation  of  another 
participant  at  any  hearing  for  any 
reason. 

§  2.313  Minutes  and  reports  of  public 
advisory  eoniniittec  meetings. 

(a)  The  executive  secretary  or  other 
designated  agency  employee  shall  pre¬ 
pare  detailed  minutes  of  all  advisory 
committee  meetings,  except  that  less  de¬ 
tailed  minutes  may  be  prepared  for  open 
portions  of  meetings  which  are  tran¬ 
scribed  or  recorded  by  the  agency.  Their 
acciuracy  shall  be  approved  by  the  advi¬ 
sory  committee  and  certified  by  the  advi¬ 
sory  committee  chairman.  Such  approval 
and  certification  may  be  accomplished  by 
mail  and  by  telephone. 

(b)  The  minutes  shall  Include: 

(1)  The  time  and  place  of  the  meet¬ 

ing. 


(2)  Ihe  advisory  committee  members, 
committee  staff,  and  agency  employees 
present,  and  the  names  and  affiliations 
or  interests  of  public  participants  in  the 
meeting. 

(3)  A  copy  of  or  reference  to  all  writ¬ 
ten  information  made  available  for  con¬ 
sideration  by  the  advisory  committee  at 
such  proceedings. 

(4)  A  ccanplete  and  accurate  descrip¬ 
tion  of  matters  discussed  and  conclusions 
reached.  Such  description  shall  be  kept 
separately  for  the  following  portions  of 
the  meeting  to  facihtate  their  public  dis¬ 
closure:  The  (^n  portions  specified  in 
§  2.304  (a)  and  (b),  any  closed  portion 
during  which  a  presentation  is  made  pur¬ 
suant  to  §  2.304(c),  and  any  closed  de¬ 
liberative  portion  pursuant  to  §  2.304(d) . 
The  minutes  of  a  closed  deliberative  por¬ 
tion  of  a  meeting  shall  not  refer  to  ad¬ 
visory  committee  members  by  name,  ex¬ 
cept  upon  their  request,  or  to  data  or 
information  describe  in  §  2.316(b) .  Any 
such  inadvertent  references  which  do 
occur  shall  be  deleted  prior  to  public  dis¬ 
closure. 

(5)  A  copy  of  or  reference  to  all  re¬ 
ports  received,  issued,  or  approved  by  the 
advisory  committee. 

(6)  The  extent  to  which  the  meetmg 
was  open  and  closed  to  the  public. 

(7)  The  extent  of  public  partich>ation, 
including  a  list  of  members  of  the  public 
who  presented  oral  or  written  state¬ 
ments. 

(c)  For  all  advisory  committee  meet¬ 
ings  any  portion  of  which  is  closed,  either 

(1)  the  minutes  of  the  closed  portion 
shall  be  available  for  public  disclosure 
pursiiant  to  §  2.316(a)*(6)  (i) ,  or  (2)  if 
pursuant  to  §  2.316(a)  (6)  (il)  such  min¬ 
utes  are  not  promptly  available,  the  ex¬ 
ecutive  secretary  or  other  designated 
agency  employee  shall  prepare  a  brief 
summary  of  the  matters  considered  in 
such  manner  as  is  informative  to  the 
public,  consistent  with  the  policy  of  5 
U.S.C.  552(b). 

(d)  Where  a  significant  portion  of  the 
meetings  of  an  advisory  committee  is 
closed,  the  advisory  committee  shall  is¬ 
sue  a  report  at  least  annually  setting 
forth  a  summary  of  its  activities  and 
such  related  matters  as  would  be  infor¬ 
mative  to  the  public  consistent  with  the 
policy  of  5  U.S.C.  552(b).  Such  report 
shall  be  a  compilation  of  or  be  prepared 
from  the  individual  reports  on  closed 
portions  of  meetings  prepared  pursuant 
to  paragraph  (c)  of  this  section. 

(e)  The  executive  secretary  of  each 
advisory  committee  or  other  designated 
agency  employee  shall,  with  the  approval 
of  the  advisory  committee,  prepare  an 
annual  report  describing  its  membership, 
functions,  recommendations,  and  other 
actions. 

§  2.314  Transcripts  of  public  advisory 
committee  meetings. 

(a)  A  transcript  or  recording  shall  be 
made  for  each  portion  of  every  advisory 
committee  meeting.  Any  such  transcrip¬ 
tion  or  recording  shall  be  arranged  by 
the  agency. 

(b)  A  transcript  or  recording  of  an 
open  portion  of  an  advisory  committee 


meeting  made  by  the  Food  and  Drug  Ad¬ 
ministration  shall  be  Included  in  the  rec¬ 
ord  of  the  advisory  committee  proceed¬ 
ings. 

(c)  A  transcript  or  recording  of  any 
closed  portion  of  an  advisory  committee 
meeting  made  by  the  Food  and  Drug 
Administration  shall  not  be  included  in 
the  administrative  record  of  the  advisory 
committee  proceedings.  Such  transcript 
or  recording  shall  be  retained  as  confi¬ 
dential  by  the  Food  and  Drug  Adminis¬ 
tration  and  shall  not  be  discarded  or 
erased. 

(d)  Any  transcript  or  recording  of  an 
advisory  committee  meeting  or  portion 
thereof  which  is  publicly  available  pur¬ 
suant  to  this  section  shall  be  available 
at  actual  cost  of  duplication,  which  shall 
be,  where  applicable,  the  fees  established 
in  §  4.42  of  this  chapter.  Hie  Food  and 
Drug  Administration  may  furnish  the 
requested  transcript  or  recording  for 
copying  to  a  private  contractor  who  shall 
charge  directly  for  the  cost  of  copying 
pursuant  to  §  4.51  of  this  chapter. 

(e)  Any  person  attending  any  open 
portion  of  an  advisory  committee  meet¬ 
ing  may,  consistent  with  the  orderly  con¬ 
duct  of  the  meeting,  record  or  otherwise 
take  his  own  transcript  of  the  meeting. 
Such  transcription  shall  not  be -part  of 
the  administrative  record. 

(f)  No  person  attending  any  closed 
portion  of  any  advisory  committee  meet¬ 
ing  may  record  or  otherwise  take  his  own 
transcript  of  the  meeting,  except  for  an 
official  transcript  or  recording  arranged 
by  the  Food  and  Drug  Administration. 

§  2.315  Administrative  record  of  a  pub¬ 
lic  hearing  before  a  public  advbur,y 
committee. 

(a)  Advice  or  reconunendations  of  an 
advisory  committee  shall  be  given  only 
on  matters  covered  in  the  administrative 
record  of  the  advisory  committee’s  pro¬ 
ceedings.  Except  as  specified  otherwise  in 
regulations  in  this  chapter,  such  admin¬ 
istrative  record  shall  consist  of  all  of  the 
following: 

(1)  Any  transcript  or  recording  that 
was  made  of  any  open  portion  of  a  meet¬ 
ing  relating  to  the  matter. 

(2)  The  minutes  of  all  portions  of  all 
advisory  committee  meetings  relating  to 
the  matter,  after  any  deletions  pursuant 
to  §  2.313(b) (4). 

(3)  All  written  submissions  made  to 
and  data  and  information  considered  by 
the  advisory  committee  relating  to  the 
matter. 

(4)  All  reports  made  by  the  advisory 
committee  relating  to  the  matter. 

(b)  ’The  record  of  the  administrative 
proceeding  shall  be  closed  at  the  time  the 
advisory  committee  renders  its  advice  or 
recommendations  or  at  any  earlier  time 
specified  by  the  advisory  committee  or 
in  other  sections  in  this  chapter. 

§  2.316  Kxuminntion  uf  adminiMrali-t'e 
record  and  oliier  advisorj'  conimittec 
records. 

(a)  The  administrative  record  and 
other  advisory  committee  records  shall 
be  available  for  public  disclosure  pursu¬ 
ant  to  the  provisions  of  Part  4  of  this 
chapter,  except  as  provided  in  paragri^>h 
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(b)  of  this  section,  at  the  following  time : 

(1)  The  written  information  made 
available  for  consideration  by  tibe  ad¬ 
visory  committee  at  any  meeting,  at  the 
same  time. 

(2)  The  transcript  or  recording  of  any 
open  portion  of  a  meeting,  as  soon  as 
it  is  available. 

(3)  The  minutes  of  any  open  portion 
of  a  meeting,  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the  ad^^ry  committee 
chairman. 

(4)  The  brief  summary  of  any  closed 
portion  of  a  meeting  prepared  pursuant 
to  $  2.313(c) ,  a  soon  as  it  is  available. 

(5)  All  written  data,  information,  or 
views  submitted  to  the  advisory  commit¬ 
tee  at  any  open  portion  of  a  meeting,  as 
soon  as  they  are  so  submitted. 

(6)  The  minutes  or  portions  thereof 
of  any  closed  executive  portion  of  a 
meeting: 

(i)  For  any  matter  not  directed  to  be 
maintained  as  confidential  pursuant  to 
§  2.307(h)  (2),  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the  advisory  committee 
chairman. 

(il)  For  any  matter  directed  to  be 
maintained  as  confidential  pirrsuant  to 
§  2.307(h)  (2) ,  after  the  advice  or  report 
of  the  advisory  committee  relevant  to 
those  minutes  or  portions  thereof  is 
acted  upon  by  the  Commissioner,  or 
upon  a  determination  by  the  Commis¬ 
sioner  that  such  minutes  or  portions 
thereof  may  be  made  available  for  pub¬ 
lic  disclosme  without  imdue  interfer¬ 
ence  with  agency  or  advisory  committee 
operations. 

(7)  Any  formal  advice  or  report  of  the 
advisory  committee,  after  it  has  been 
acted  upon,  l.e.,  approved,  disapproved, 
or  rejected  as  inadequate,  by  the  Com¬ 
missioner,  or  upon  a  determination  by 
the  Commissioner  that  such  formal  ad¬ 
vice  or  report  may  be  made  available  for 
public  disclosure  without  imdue  interfer¬ 
ence  with  agency  and/or  advisory  com¬ 
mittee  operations.  Such  formal  advice 
or  report  may  be  retained  as  confiden¬ 
tial  while  it  is  under  active  advisement. 

(8)  Any  other  advisory  committee  rec¬ 
ords  relating  to  the  matter  involved,  ex¬ 
cept  transcripts  and  recordings  or  closed 
portions  of  advisory  committee  meetings, 
after  the  advice  or  report  of  the  advisory 
committee  relevant  to  those  records  is 
acted  upon  by  the  Commissioner,  or  upon 
a  determination  by  the  Commissioner 
that  such  records  may  W  made  available 
for  public  disclosure  without  undue  In¬ 
terference  with  agency  or  adiisory  com¬ 
mittee  operations. 

(b)  The  following  data  and  informa¬ 
tion  contained  in  the  administrative  rec¬ 
ord  shall  not  be  available  for  public  ex¬ 
amination  or  copying  except  as  provided 
in  §  2.117(g): 

(1)  Material  provided  to  the  advisory 
committee  by  the  Food  and  Drug  Admin¬ 
istration  which  Is  exempt  from  public 
dlsclosmre  pursuant  to  the  provisions  of 
Part  4  of  this  chapter  and  the  regula¬ 
tions  referenced  therein. 

(2)  Material  provided  to  the  advisory 
c<»nmlttee  by  a  person  making  a  pres- 
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entatlon  described  in  S  2.304(c)  and 
which  Is  pn^ibited  from  public  disclo¬ 
sure  pursuant  to  the  provisions  of  Part 
4  of  this  cluq^ter  and  the  regulatiMis  ref¬ 
erenced  therein. 

(c)  The  Public  Records  and  Docu¬ 
ments  Center  shall  maintain  a  file  for 
each  advisory  committee  containing  the 
following  principal  records  of  that  ad¬ 
visory  committee  for  ready  access  by  the 
public:  The  advisory  committee  charter, 
a  list  of  advisory  committee  members 
and  their  curricula  vitae,  the  minutes  of 
advisory  committee  meetings,  and  any 
formal  advice  or  report  of  the  advisory 
committee. 

§  2.317  Public’  inquiricMj  and  rc’qucsts 
fur  public’  advisory  roiiiiniltc'e  rrc*- 
urds. 

(a)  Pubhc  inquiries  on  general  advi¬ 
sory  committee  matters,  except  requests 
for  records,  shall  be  directed  to:  Cwn- 
mittee  Management  Officer  (HFS-20), 
Office  of  the  Associate  Commissioner  for 
Science,  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockville,  MD  20857. 

(b)  Public  inquiries  on  matters  re¬ 
lating  to  a  specific  advisory  committee, 
except  requests  for  records,  shall  be  di¬ 
rected  to  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee  as  listed  in  the  Federal 
Register  notices  published  pursuant  to 
§  2.305. 

(c)  All  requests  for  public  advisory 
committee  records,  including  minutes, 
shall  be  made  to  the  Food  and  Drug  Ad¬ 
ministration  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  §  4.40  and  the 
related  provisions  of  Part  4  of  this  chap¬ 
ter. 

§  2. .3 18  DrU’i’itiinuliuu  tu  (’lose  {xtrlions 
of  public  a(l\isory  <’<tiiiiiiittce  iiK’Ct- 
iiigs. 

(a)  No  advisory  conunittee  meeting 
shall  be  entirely  closed.  A  portion  of  an 
advisory  committee  meeting  may  be 
closed  only  pursuant  to  a  determination 
made  in  writing  by  the  Commissioner, 
stating  the  reasons  therefor,  in  accord¬ 
ance  with  this  section. 

(b)  The  executive  secretary  of  an  ad¬ 
visory  committee  or  other  designated 
agency  employee  shall  prepare  the  initial 
request  for  a  determination  to  close  a 
portion  of  an  advisory  committee  meet¬ 
ing,  specifying  the  matter  (s)  to  be  dis¬ 
cussed  during  the  closed  portion  and  the 
reasons  why  the  portion  should  be  closed. 
The  Commissioner,  based  upon  this  re¬ 
quest  and  with  the  concurrence  of  the 
Chief  Counsel,  shall  determine  whether 
to  close  a  portion  of  an  advisory  commit¬ 
tee  meeting.  The  reasons  for  closing  a 
portion  of  a  meeting  shall  be  announced 
in  the  Federal  Register  notice  of  the 
meeting  published  pursuant  to  §  2.305  in 
accordance  with  the  following  rules : 

(1)  Any  determination  to  close  a  por¬ 
tion  of  a  meeting  shall  restrict  such 
closing  to  the  shortest  possible  time  con¬ 
sistent  with  the  policy  established  in  this 
section. 

(2)  A  portion  of  a  meeting  may  be 
closed  only  if  the  Commissioner  deter¬ 
mines  that  the  closing  Is  permitted  under 
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5  U.S.C.  552b  (c) ,  and  that  the  closing  is 
necessary. 

(3)  Examples  of  portions  ot  advisory 
committee  meetings  which  ordinarily 
may  be  closed  Include  the  review,  dis¬ 
cussion,  and  evaluatimi  of  drafts  of  reg¬ 
ulations  or  guidelines  or  similar  pre¬ 
existing  internal  agency  documents,  but 
only  if  their  premature  disclosure  Is  likely 
to  significantly  frustrate  implementation 
of  proposed  agency  action;  review  of 
trade  secrets  and  confidential  commercial 
or  financial  Information;  consideration 
of  matters  involving  investigatory  files 
compiled  for  law  enforcement  purposes; 
and  review  of  matters  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

(4)  Examples  of  advisory  committee 
meetings  which  ordinarily  shall  not  be 
closed  include  the  review,  discussion,  and 
evaluation  of  general  preclinlcal  and 
clinical  test  protocols  and  procedures  for 
a  class  of  drugs  or  devices;  consideration 
of  labeling  requirements  for  a  class  of 
marketed  drugs  and  devices;  review  of 
data  and  information  on  specific  investi¬ 
gational  or  marketed  drugs  and  devices 
which  have  previously  been  made  public: 
presentation  of  any  other  data  or  infor¬ 
mation  which  is  not  exempt  from  public 
disclosure  pursuant  to  5  U.S.C.  552b(c) ; 
and  deliberative  sessions  to  formulate  ad¬ 
vice  and  recommendations  to  the  agency 
on  matters  that  do  not  independently 
justify  closing. 

(5)  No  portion  of  an  advisory  com¬ 
mittee  meeting  devoted  to  matters  other 
than  those  designated  in  paragraphs 
(b)  (1)  through  (3)  of  this  section  may  be 
closed,  and  no  portion  of  a  meeting  of  the 
Technical  Electronic  Product  Radiation 
Safety  Standards  Committee  may  be 
closed,  except  in  accordance  with  §  2.354. 

(6)  A  matter  which  is  properly  con¬ 
sidered  in  an  open  portion  of  an  advisory 
committee  meeting  may  instead  be  con¬ 
sidered  in  a  closed  portion  only  if  it  is  so 
inextricably  intertwined  with  matters  to 
be  discussed  in  a  closed  portion  that  It  is 
not  feasible  to  separate  them  or  discus¬ 
sion  of  the  matter  in  an  open  portion 
would  compromise  or  Impinge  upon  the 
matters  to  be  discussed  in  the  closed 
portion. 

(c)  Attendance  at  a  closed  portion  of 
an  advisory  committee  meeting  shall  be 
governed  by  the  following  rules: 

(1)  A  portion  of  an  advisory  commit¬ 
tee  meeting  that  has  been  closed  for  the 
presentation  or  discussion  of  data  and 
information  that  constitute  trade  secrets 
or  confidential  commercial  or  financial 
information  as  defined  in  §  4.61  of  this 
chapter,  shall  be  attended  only  by  voting 
advisory  committee  members,  nonvoting 
members  representing  consumer  inter¬ 
ests  who  are  also  special  government  em¬ 
ployees  as  provided  in  §  2.330(b),  the 
executive  secretary  of  the  advisory  com¬ 
mittee,  a  transcriber,  consultants,  and 
such  other  regular  employees  of  the  Food 
and  Drug  Administration  (including 
members  of  the  Office  of  the  Chief  Coun- 
'  sel)  as  the  chairman  of  the  advisory  com¬ 
mittee  may  invite,  and,  by  those  persons 
authorized  to  be  present,  as  provided  in 
S  2.304(c) ,  for  presentation  of  data  and 
information  which  are  prohibited  from 
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pul>Uc  disclosure.  Any  person  making  a 
presentation  described  In  S  2.304(c)  may 
be  accompanied  by  a  reasonable  number 
of  employees,  consultants,  or  other  per¬ 
sons  with  whom  he  has  a  commercial 
arrangemoit  within  the  meaning  of 
S  4.81(a)  of  this  chapter. 

(2)  A  portion  of  an  advisory  commit¬ 
tee  meeting  that  has  been  closed  for  con¬ 
sideration  of  mdstlng  Internal  agency 
documents  falling  within  §  4.62  of  this 
chapter  where  premature  disclosure  Is 
likely  to  significantly  frustrate  Imple¬ 
mentation  of  proposed  agency  action; 
consideration  of  personnel,  medical,  and 
similar  files,  disclosure  of  which  would 
constitute  a  clearly  unwarranted  in- 
vaslmi  of  personal  privacy  within  the 
meaning  of  §  4.63  of  this  chapter;  or  con¬ 
sideration  of  investigatory  records  com¬ 
piled  for  law  enforcement  purposes  as 
defined  In  §  4.64  of  this  chapter  shall  be 
attended  only  by  advisory  committee 
members  (Including  all  voting  and  non- 
voting  members) ,  the  executive  secretary 
of  the  advisory  committee,  a  transcriber, 
and  such  otha*  regular  employees  of  the 
Pood  and  Drug  Administration  (includ¬ 
ing  members  of  the  (Office  of  the  Chief 
Counsel)  as  the  chairman  of  the  ad¬ 
visory  cmnmlttee  may  invite.  Consult¬ 
ants,  Individuals  performing  personal 
service  contracts,  employees  of  other 
Federal  agencies,  and  the  general  public 
may  not  attend  such  portions. 

(3)  If  any  person  other  than  a  person 
permitted  to  attend  In  accordance  with 
paragraphs  (c)(1)  and  (2)  of  this  sec¬ 
tion  attempts  to  attend  a  closed  portion 
of  an  advisory  committee  meeting  with¬ 
out  the  approval  of  the  executive  secre¬ 
tary  and  the  chairman,  and  the  matter 
Is  brought  to  their  attention,  such  per¬ 
son  will  be  required  to  leave  the  meeting 
immediately.  Such  Inadvertent  and  im- 
authorlzed  attendance  shall  not  enable 
other  unauthorized  persons  to  attend, 
nor  shall  such  attendance,  of  Itself,  con¬ 
stitute  groimds  for  release  of  transcripts 
of  such  closed  portions  or  any  other 
documents  otherwise  exempt  frcun  dis¬ 
closure  under  §  2.316  and  Part  4  of  this 
chapter. 

(4)  If  any  person  other  than  a  person 
permitted  to  attend  In  accordance  with 
paragraphs  (c)  (1)  and  (2)  of  this  sec- 
tl(m  Is  allowed  by  the  executive  secretary 
and  the  chairman  to  attend  a  closed 
portion  of  an  advisory  committee  meet¬ 
ing,  that  portion  shall  be  open  to  attend¬ 
ance  by  any  interested  person. 

§  2.319  .Administrative  remedies. 

Any  person  who  alleges  noncompliance 
by  the  (Commissioner  or  an  advisory  com¬ 
mittee  with  any  provision  of  this  subpart 
or  the  Federal  Advisory  Committee  Act 
may  pursue  the  following  administrative 
remedies. 

(a)  If  the  person  objects  to  any  action, 
including  a  failure  to  act,  other  than  de¬ 
nial  of  access  to  an  advisory  c(»nmittee 
document,  he  shall  submit  a  petition  In 
the  form  and  pursuant  to  the  require¬ 
ments  specified  in  §  2,7.  The  provisions  of 
§  2.11  relating  to  exhaustion  of  adminis¬ 
trative  remedies  shall  be  applicable. 

(1)  If  the  person  objects  to  past  ac¬ 
tion,  the  petition  shall  be  submitted 


within  30  days  after  the  action  objected 
to.  If  the  Commissioner  determines  that 
there  was  noncompUance  with  any  pro¬ 
vision  of  this  subpart  or  of  the  Federal 
Advisory  Committee  Act,  he  shall  grant 
an^'  appropriate  relief  and  shall  take  ap¬ 
propriate  steps  to  prevent  its  recurrence 
In  the  futm^. 

(2)  If  the  person  objects  to  pr(HX)6ed 
future  action,  the  Commissioner  shall 
expedite  his  review  of  the  petition  and 
shall  make  a  reasonable  effort  to  render 
a  decision  prior  to  the  action  which  Is 
the  subject  of  the  petition. 

(3)  If  the  person  objects  to  action  that 
is  imminent  or  Is  occurring  and  which 
could  not  reasonably  have  been  antici¬ 
pated  In  advance,  e.g.,  the  closing  of  a 
portion  of  a  meeting  which  Is  made 
known  for  the  first  time  on  the  day  of 
the  meeting,  the  matter  may  be  handled 
by  an  oral  petition  in  lieu  of  a  written 
petition. 

(b)  If  the  person  objects  to  a  denial 
of  access  to  an  advisory  committee  docu¬ 
ment,  administrative  review  shall  be  pur¬ 
sued  In  accordance  with  the  procedures 
established  by  the  Department  of  Health, 
Education,  and  Welfare  under  45  CFR 
5.82. 

§  2.320  Applioability  to  (^ongrcsit. 

The  provisions  of  this  subpart  shall 
apply  to  Congress,  individual  members 
of  Congress,  and  other  employees  or  rep¬ 
resentatives  of  Congress  In  the  same  way 
that  they  apply  to  any  other  member  of 
the  public,  except  that  disclosure  of  ad¬ 
visory  committee  records  to  Congress 
.shall  be  governed  by  the  provl.sions  of 
S  4.87  of  this  chapter. 

§  2. .321  Conimitteet)  working  purMiiani  to 
a  rontract  with  the  Food  and  Drug 
Administration. 

(a)  The  Food  and  Drug  Administra¬ 
tion  may  enter  into  contracts  with  Inde¬ 
pendent  scientific  or  technical  organiza¬ 
tions  to  obtain  advice  and  recommenda¬ 
tions  on  partlctilar  matters,  and  such 
organizations  may  in  turn  undertake 
such  work  through  existing  or  new  com¬ 
mittees.  Whether  a  particular  committee 
working  pursuant  to  such  a  contract 
Is  a  public  advisory  committee  and  thus 
subject  to  all  of  the  provisions  of  the 
Federal  Advisory  Committee  Act  and  this 
subpart  will  depend  upon  application  of 
the  criteria  and  principles  established  in 
§  2.300(b). 

(b)  The  following  minimum  standards 
shall  apply  to  any  committee  of  an  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  which  is  working  pursuant  to  a  con¬ 
tract  initially  executed  with  the  Food 
and  Drug  Administration  subsequent  to 
July  1,  1975,  but  which  Is  determined 
not  to  be  a  public  advisory  committee: 

(1)  The  committee  shall  give  public 
notice  of  its  meetings  and  agenda,  and 
shall  provide  any  Interested  person  an 
opportunity  to  submit  data.  Information, 
and  views,  in  writing  at  any  time,  and 
orally  at  specified  times,  relevant  to  the 
matter  which  is  the  subject  of  the  con¬ 
tract.  Such  notice  may  be  published  in 
the  Federal  Register  or  disseminated  by 


any  other  reasonable  means,  and  shall 
In  any  event  be  filed  with  the  Hearing 
Cleric  not  less  than  15  days  before  the 
meeting.  The  length  of  time  permitted 
for  oral  presentations  and  the  extent  to 
which  the  committee  meets  In  open  ses¬ 
sion  other  than  for  such  oral  presenta¬ 
tions  Is  In  the  discretion  of  the 
committee. 

(2)  Minutes  of  all  open  sessions  shall 
be  maintained,  to  which  shall  be  attached 
all  written  sulmiissions  made  to  the  com¬ 
mittee  in  open  session.  After  approval, 
such  minutes  shall  be  forwarded  to  the 
Hearing  CHerk  and  placed  on  public  dis¬ 
play.  The  extent  to  which  the  committee 
maintains  minutes  of  closed  sessions  is 
at  the  discretion  of  the  committee. 

(3)  In  selecting  the  members  of  the 
Committee,  the  organization  involved 
shall  apply  the  same  principles  relating 
to  conflicts  of  Interest  as  the  Food  and 
Drug  Administration  does  in  establishing 
a  public  advisory  committee.  Such  prin¬ 
ciples  are  set  out  or  cross-referenced  In 
this  subpart  and  In  Subpart  G  of  this 
part.  Upon  request,  the  Food  and  Drug 
Administration  will  assist  or  provide 
guidance  to  any  such  organization  in 
meeting  this  requirement. 

§  2.322  Application  of  anliranfcr 
clauses. 

Whenever  the  Commissioner  concludes 
that  It  Is  appropriate  to  obtain  an  in¬ 
dependent  review  of  any  scientific  issue 
involving  application  of  the  anticancer 
clauses  In  section  409(c)(3)(A),  512(d) 
(1)  (H),  or  706(b)  (5)  (B)  of  the  act.  In¬ 
cluding  whether  a  substance  has  been 
found  to  Induce  cancer  when  Ingested  by 
man  or  animal,  and  whether  a  substance 
has  been  found,  after  appropriate  tests 
other  than  Ingestion,  to  induce  cancer  In 
man  or  animal,  he  shall  ordinarily  refer 
such  matter  to  the  Toxicology  Advisory 
Committee  which  shall  hold  a  public 
hearing  and  provide  advice  and  recom¬ 
mendations  to  the  Commissioner  on  such 
matter,  except  as  specifically  required 
by  the  provisions  of  section  706(b)  (5> 
(C)  of  the  act  and  $  2.363(a)  (2)  relating 
to  color  additives. 

Members  of  Public  Advisory  Committees 

§  2.3.30  Oualifirations  for  mo»nb<‘r><  of 
standing  policy  and  torhnira!  advi¬ 
sory  committees. 

(a)  Members  of  policy  advisory  com¬ 
mittees,  which  advise  the  Commissioner 
on  broad  and  general  matters,  shall  pos¬ 
sess  the  following  qualifications: 

(1)  Policy  advisory  committee  mem¬ 
bers  shall  possess  diverse  Interests,  edu¬ 
cation,  training,  and  experience.  Tech¬ 
nical  expertise  in  the  subject  matter  with 
which  the  advisory  committee  Is  Involved 
shall  not  be  a  requirement. 

(2)  Policy  advisory  committee  mem¬ 
bers  are  special  government  employees 
and  are  subject  to  the  conflict  of  Interest 
laws  and  regulations.  The  Commissioner 
has  determined  that,  because  members 
representing  particular  interests,  e.g.,  a 
representative  of  labor.  Industry,  con¬ 
sumers,  or  agriculture,  are  Included  on 
advisory  committees  specifically  for  the 
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purpose  of  representing  such  Interests, 
suiy  financial  interest  covered  by  18 
U.S.C.  208(a)  in  the  class  which  the 
member  represents  is  irrelevant  to  the 
services  which  the  government  expects 
from  them  and  thus  is  hereby  exempted 
pursuant  to  18  U.S.C.  208(b)  as  too  re¬ 
mote  and  inconsequential  to  affect  the 
integrity  of  their  services. 

(3)  All  members  of  policy  advisory 
committees  shall  be  voting  members. 

(b)  Members  of  technical  advisory 
committees,  which  advise  on  specific  reg¬ 
ulatory  Issues,  shall  possess  the  follow¬ 
ing  qualifications : 

( 1 )  Voting  members  of  technical  advi¬ 
sory  committees: 

(1)  Shall  possess  expertise  in  the  par¬ 
ticular  subject  matter  with  which  the 
committee  is  concerned.  Members  shall 
have  diverse  professional  education, 
training,  and  experience  so  that  the  com¬ 
mittee  will  reflect  a  balanced  composition 
of  sufficient  scientific  expertise  to  handle 
the  problems  that  come  before  it. 

(ii)  Except  for  members  of  the  Tech¬ 
nical  Electronic  Product  Radiation 
Safety  Standards  Committee,  are  special 
government  employees,  subject  to  the 
conflict  of  Interest  laws  and  r^mlatlons. 

(2)  The  Commissioner  shall,  when  re¬ 
quired  by  statute,  and  when  not  required 
by  statute,  may  provide  for  nonvoting 
members  of  a  technical  advisory  com¬ 
mittee  to  serve  as  representatives  of  and 
liaison  with  Interested  organizations. 
Nonvoting  members  of  technical  advisory 
committees: 

(i)  Shall  be  selected  by  the  interested 
organizations,  as  provided  in  §  2.332. 
Technical  expertise  in  the  subject  mat¬ 
ter  with  which  the  advisory  committee 
is  involved  shall  not  be  a  requirement. 

(ii)  May  be  special  government  em¬ 
ployees  subject  to  the  conflict  of  interest 
laws  and  regulations,  except  as  provided 
in  §  2.332(e). 

(c)  No  person  may  serve  as  a  voting 
or  nonvoting  member  on  more  than  one 
Food  and  Drug  Administration  advisory 
committee  unless  the  Commissioner  de¬ 
termines  in  writing  that  such  dual  mem¬ 
bership  will  facilitate  the  work  of  the 
committees  involved  and  is  in  the  public 
interest. 

(d)  Members  of  Pood  and  Drug  Ad¬ 
ministration  advisory  committees  and 
the  chairman  thereof  shall  be  appointed 
from  among  those  nominated  pursuant 
to  §§  2.331  and  2.333  and  from  any  other 
sources  by  the  Secretary,  the  Assistant 
Secretary  for  Health,  or  the  CMnmis- 
sioner,  pursuant  to  duly  promulgated 
procedures  and  delegations  of  authority. 

(e)  Members  appointed  to  an  advisory 
committee  shall  continue  to  serve  for  the 
duration  of  the  advisory  committee,  or 
until  their  terms  of  appointment  ex¬ 
pire,  they  resign,  or  are  removed  from 
membership  by  the  Commissioner. 

(f)  An  advisory  committee  member 
may  be  removed  from  membership  by 
the  Commissioner  for  good  cause.  Good 
cause  shall  include  excessive  unjustified 
absenteeism  frcxn  advisory  committee 
meetings,  a  demonstrated  bias  which  in¬ 
terferes  with  the  ability  to  render  objec¬ 
tive  advice,  failure  to  abide  by  the  pro¬ 


cedures  established  in  this  subpart,  or 
violation  of  other  applicable  rules  and 
regulations,  e.g.,  for  nonvoting  members, 
the  provisions  of  §  2.333(c) . 

(g)  Consultants  appointed  pursuant  to 
S  2.308(c)  are  not  members  of  public  ad¬ 
visory  committees. 

§  2.331  IVoniinations  of  voting  members 
of  standing  advisory  committees. . 

(a)  The  Commissioner  shall  public 
one  or  more  notices  in  the  Federal  Reg¬ 
ister  each  year  requesting  nominations 
for  voting  members  of  all  existing  stand¬ 
ing  advisory  committees.  Each  such 
notice  shall  list  separately  the  standing 
advisory  committees  covered  by  the  no¬ 
tice  in  which  it  is  known  that  vacancies 
will  occur  during  the  next  12  months 
and  in  which  vacancies  are  not  expected 
but  may  occur.  The  notice  shall  invite 
the  submission  of  nominations  for  voting 
members  for  any  vacancies  from  any 
interested  individual  as  well  as  from 
consumer,  industry,  and  professional  or¬ 
ganizations  for  the  advisory  committees 
listed. 

(b)  The  notice  published  in  the  Fed¬ 
eral  Register  annoimcing  the  estab¬ 
lishment  of  a  new  standing  advisory 
committee  pursuant  to  §  2.301  (b)  shall 
invite  the  submission  of  nominations  for 
voting  members  for  such  advisory  com¬ 
mittee. 

(c)  Any  interested  person  may  nomi¬ 
nate  one  or  more  qualified  persons  as 
a  member  of  a  particular  advisory  com¬ 
mittee.  Nominations  shall  specify  the 
advisory  ccnmnittee  for  which  the  nomi¬ 
nee  is  recommended.  A  ccxnidete  cur¬ 
riculum  vitae  of  the  ncxninee  shall  be 
included.  Nominations  shall  state  that 
the  nominee  is  aware  of  the  nomination, 
is  willing  to  serve  as  a  member  of  the 
advisory  committee,  and  app>ears  to  have 
no  conffict  of  interest  which  would  pre¬ 
clude  committee  membership. 

(d)  Voting  members  of  standing  tech¬ 
nical  advisory  committees  shall  serve  as 
individuals  and  not  as  representatives 
of  any  group  or  organization  which  nom¬ 
inated  them  or  with  which  they  may  be 
affiliated. 

§  2.332  Nominations  and  selc^ction  of 
nonvoting  members  of  standing 
teebnical  advisory  committees. 

( a)  The  provisions  of  this  section  shall 
apply  whenever  the  Commissioner  con¬ 
cludes,  in  his  discretion,  that  a  standing 
technical  advisory  committee  should  in¬ 
clude  nonvoting  members  in  order  to 
represent  and  serve  as  a  liaison  with  in¬ 
terested  individuals  and  organizations. 

(b)  Except  where  the  Commissioner 
determines  otherwise,  nonvoting  mem¬ 
bers  of  a  standing  technical  advisory 
committee  shall  be  selected  in  accord¬ 
ance  with  paragraphs  (c)  and  (d)  of 
this  section  and  shall  be  limited  to  one 
member  selected  by  consumer  groups 
and  organizations  and  one  person  select¬ 
ed  by  industry  groups  and  organizations. 

(c)  With  respect  to  any  nonvoting 
member  representing  consumer  interests, 
and  except  as  provided  in  paragraph  (c) 
(5)  of  this  section,  the  Commissioner 
shall  publish  a  notice  in  the  Federal 
Register  requesting  nominations  for 


each  specific  standing  technical  advisory 
committee,  or  subcommittee  thereof,  for 
which  he  has  determined  that  nonvoting 
members  are  appropriate. 

(1)  A  period  of  30  days  shall  be  per¬ 
mitted  for  submission  of  such  nomina¬ 
tions  for  that  particular  advisory  com¬ 
mittee  or  subcommittee.  Any  interested 
person  may  nominate  one  or  more  quali¬ 
fied  persons  as  a  nonvoting  member  of 
a  particular  advisory  committee  to  repre¬ 
sent  consumer  interests.  Although  nomi¬ 
nations  from  individuals  will  be  accept¬ 
ed,  individuals  are  encouraged  to  submit 
their  nominations  through  consumer  or¬ 
ganizations  as  defined  in  paragraph  (c) 

(3)  of  this  section.  Nominations  of  quali¬ 
fied  persons  for  general  consideration  as 
nonvoting  members  of  unspecified  ad¬ 
visory  committees  or  subcomqiittees  may 
be  made  at  any  time.  All  nominations 
shall  be  submitted  in  writing  to  Director, 
Office  of  Consumer  Programs  (HPG-1), 
Office  of  Assistant  Commissioner  for  Pro¬ 
fessional  and  Consmner  Programs,  Food 
and  Drug  Administration,  Rm.  15B-41, 
5600  Fishers  Lane,  Rockville,  MD  20857. 

(2)  A  complete  curriculiun  vitae  of 
any  nominee  shall  be  included.  Nomina¬ 
tions  shall  state  that  the  nominee  is 
aware  of  the  nomination,  is  willing  to 
serve  as  a  member  of  an  advisory  com¬ 
mittee,  and  appears  to  have  no  conflict 
of  interest.  If  a  nominee  is  interested 
only  in  a  particular  advisory  committee 
or  subcommittee,  the  nomination  shall 
so  state.  If  a  nominee  is  interested  in  be¬ 
coming  a  member  of  any  advisory  com¬ 
mittee  or  subcommittee,  the  nMnination 
shall  so  state.  Nominations  which  do  not 
comply  with  the  requirements  of  this 
paragraph  shall  not  be  considered. 

(3)  The  Director,  Office  of  Consumer 
Programs,  shall  compile  a  list  of  orga¬ 
nizations  whose  objectives  are  to  pro¬ 
mote,  encourage,  and  contribute  to  the 
advancement  of  consumer  education  and 
to  the  resolution  of  consumer  problems. 
All  organizations  listed  shall  be  entitled 
to  vote  upon  the  nominees.  The  list  will 
include  organizations  representing  the 
public  interest,  consumer  advocacy 
groups,  and  consumer/health  branches 
of  F^eral,  State,  and  local  governments. 
Any  organization  that  meets  the  criteria 
may  be  included  on  such  list  upon  re¬ 
quest. 

(4)  The  executive  secretary,  or  other 
designated  agency  employee,  shall  review 
the  list  of'  nominees  and  select  three 
to  five  qualified  nominees  to  be  placed 
on  a  ballot.  Names  not  selected  will  re¬ 
main  on  a  list  of  eligible  ncmiinees  and 
reviewed  periodically  by  the  Office  of 
Consumer  Programs  to  determine  con- 
.  tinned  Interest.  Upon  selection  of  the 
nominees  to  be  placed  on  the  ballot,  the 
curriculum  vitae  for  each  of  the  nomi¬ 
nees  shall  be  sent  to  each  of  the  orga¬ 
nizations  on  the  list  compiled  pursuant 
to  paragraph  (c)  (3)  of  this  section,  to¬ 
gether  with  a  ballot  to  be  filled  out  and 
returned  within  30  days.  After  the  time 
for  return  of  the  ballots  has  expired, 
the  ballots  shall  be  coimted  and  the 
nominee  who  has  received  the  highest 
number  of  votes  shall  be  selected  as  the 
nonvoting  member  representing  con¬ 
sumer  Interests  for  that  particular  ad- 
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visory.  committee  or  subcommittee.  In 
the  event  of  a  tie,  the  Ck>mmissioner 
shall  select  the  winner  by  lot  from  among 
those  tied  for  the  highest  number  of 
votes. 

(5)  In  the  event  of  the  resignation 
or  removal  of  a  member  representing 
consumer  Interests  before  termination 
of  the  advisory  conunittee  on  which  the 
member  is  serving,  the  following  proce¬ 
dures  shall  be  used  to  appoint  a  replace¬ 
ment  ’to  serve  out  the  term  of  the  former 
member^ 

(i)  The  Commissioner  shall  appoint 
the  runner-up,  in  order  of  number  of 
ballots  received,  on  the  orignial  ballot 
submitted  pursuant  to  paragraph  (c)  (4) 
of  tills  section  to  fill  the  vacancy.  If 
the  runner-up  is  no  longer  willing  to 
serve  sus  a  member,  then  the  next  run¬ 
ners-up  shall  be  appointed. 

(11)  If  none  of  the  nominees  on  the 
original  ballot  is  willing  to  serve,  or  if 
there  was  only  one  nominee  on  the  origi¬ 
nal  ballot,  the  Office  of  Consumer  Pro¬ 
grams  shsdl  contact  by  telephone  eligible 
individuals  whose  names  have  been  sub¬ 
mitted  in  the  past  as  candidates  for 
membership  as  representatives  of  con¬ 
sumer  interests.  A  list  of  persons  who 
are  interested  in  serving  on  an  advisory 
committee  shall  then  be  prepared.  The 
curricula  vitae  of  these  persons,  together 
with  a  ballot,  shall  be  sent  to  a  repre¬ 
sentative  number  of  consumer  organiza¬ 
tions  that  have  been  determined  to  be 
eligible  to  vote  for  consumer  representa¬ 
tives  in  accordance  with  paragraph  (c) 

(3)  of  this  section.  After  4  days  have 
elapsed,  the  Office  of  Consumer  Pro¬ 
grams  shall  contact  the  consumer  orga¬ 
nizations  by  telephone  and  elicit  their 
votes.  The  candidate  who  has  received 
the  highest  number  of  votes  shall  be  se¬ 
lected.  In  the  event  of  a  tie,  the  Com¬ 
missioner  shall  select  the  winner  by  lot 
from  among  those  tied  for  the  highest 
number  of  votes. 

(d)  With  respect  to  any  nonvoting 
member  representing  industry  interests, 
the  Commissioner  shall  issue  in  the  Fed¬ 
eral  Register,  for  each  specific  standing 
technical  advisory  committee  for  which 
he  has  determined  that  nonvoting  mem¬ 
bers  are  appropriate,  a  notice  requesting 
that  any  industry  organization  interested 
in  participating  in  the  selection  of  an 
appropriate  nonvoting  member  repre¬ 
senting  industry  interests  send  a  letter 
stating  that  interest  to  the  Food  and 
Drug  Administration  employee  desig¬ 
nated  in  the  notice  within  30  days.  After 
the  time  for  such  expression  of  interest 
has  expired,  a  letter  shall  be  sent  to  each 
organization  which  has  expressed  such 
an  Interest,  attaching  a  complete  list  of 
all  such  organizations,  and  stating  that 
it  is  their  responsibility  to  consult  with 
each  other  in  selecting  a  single  nonvoting 
member  representing  industry  interests 
for  that  particular  advisory  conunittee 
within  60  days  after  receipt  of  the  letter. 
If  no  such  individual  is  so  selected  within 
that  period  of  time,  the  Conunissioner 
shall  select  the  nonvoting  member  rep¬ 
resenting  Industry  Interests  to  serve  on 
that  advisory  committee. 
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<  e  •  The  Commissioner  has  determined 
that,  because  nonvoting  members  repre¬ 
senting  consumer  and  Industiv  Interests 
are  included  on  advisory  committees  spe¬ 
cifically  for  the  purpose  of  representing 
such  interests  and  have  no  vote,  any 
financial  interest  covered  by  18  U.S.C. 
208(a)  in  the  class  which  the  member 
represents  is  irrelevant  to  the  services 
which  the  government  expects  from  them 
and  thus  is  hereby  exempted  pursuant  to 
18  U.S.C.  208(b)  as  too  remote  and  in¬ 
consequential  td  affect  the  Integrity  of 
their  services. 

§  2.3.33  Riytlits  and  rcsponsibililics  of 
in*nvolinp  mi'iiihorii  of  advisory  rom- 
niifloos. 

(a)  A  non  voting  member  of  an  advi¬ 
sory  committee  selected  to  represent  and 
serve  as  a  liaison  with  interested  Indi¬ 
viduals,  associations,  and  organizations, 
shall  have  the  same  rights  as  any  other 
advisory  committee  member  except  that; 

(DA  nonvoting  member  shall  not  vote 
on  any  matter  before  the  advisory  com¬ 
mittee  except  such  procedural  matters 
as  additional  rules  adopted  pursuant  to 
§  2.309(a),  approval  of  minutes  pursuant 
to  §  2.313(a),  decisions  relating  to  tran¬ 
scripts  pursuant  to  §  2.314(b) ,  and  future 
meeting  dates. 

(2)  No  non  voting  member  who  is  not 
a  representative  of  consumer  interests 
and  who  has  not  also  been  appointed  as 
a  special  government  employee  as  pro¬ 
vided  in  §  2.330(b)  shall  have  access  to 
data  and  information  that  constitute  a 
trade  secret  or  confidential  commercial 
or  financial  information  as  defined  in 
§  4.61  of  this  chapter. 

(b)  A  nonvoting  member  of  an  advi¬ 
sory  committee  is  subject  to,  and  shall 
abide  by,  all  rules  and  regulations 
adopted  by  the  Food  and  Drug  Adminis¬ 
tration  and  the  advisory  committee. 

(c)  It  is  the  responsibility  of  the  non¬ 
voting  consumer  and  Industry  members 
of  an  advisory  committee  to  represent 
the  consumer  and  industry  interests  in 
all  deliberations. 

(DA  nonvoting  member  does  not  rep¬ 
resent  any  particular  organization  or 
group,  but  rather  represents  all  Inter¬ 
ested  persons  within  the  class  which  he  Is 
selected  to  represent.  Accordingly,  any 
interested  person  within  the  class  rep¬ 
resented  by  that  nonvoting  member  shall, 
upon  request,  have  access  to  all  written 
statements  or  oral  briefings  related  to 
the  committee  prepared  by  the  nonvoting 
member  for  distribution  to  any  person 
outside  the  advisory  committee.  When 
documents  are  prepared  with  nongov¬ 
ernment  funds,  persons  desiring  copies 
may  be  required  to  pay  a  reasonable  fee 
to  cover  printing  and  similar  costs. 

(2)  The  nonvoting  monber  shall  re¬ 
view  all  official  advisory  committee  min¬ 
utes  to  assure  their  completeness  and  ac¬ 
curacy. 

(3)  The  nonvoting  member  shall  act  as 
a  liaison  and  conduit  between  the  advi¬ 
sory  committee  and  the  Interested  per¬ 
sons  whom  he  represents,  and  ^all 
transmit  requests  for  informaticm  from 
the  committee  and  relevant  data.  In¬ 
formation,  and  views  to  the  committee. 


He  Shan  take  the  Initiative  In  contact¬ 
ing  Interested  persons  whom  he  repre¬ 
sents,  to  seek  out  zelevant  data,  InfcHma- 
tton,  and  vlewe.  and  to  relate  the  progress 
of  the  advisory  committee. 

(4)  A  nonvoting  Industry  member 
shall  represent  all  members  of  the  Indus¬ 
try,  and  not  any  particular  association, 
company,  product,  or  ingredient.  If  a 
matter  comes  before  the  committee  that 
directly  or  Indirectly  affects  the  com¬ 
pany  which  employs  the  nonvoting  in¬ 
dustry  member,  he  shall  so  inform  the 
committee  but  need  not  absent  himself 
during  the  discussion  or  decline  to  par¬ 
ticipate  in  the  discussion.  A  nonvoting 
industry  member  shall  not  discuss  his 
company’s  position  as  such,  but  may  dis¬ 
cuss  any  matter  in  general  terms.  All 
presentations  and  discussions  of  scien¬ 
tific  data  and  their  interpretation  on  be¬ 
half  of  a  company  shall  occur  in  open 
session,  except  as  provided  in  5  2.304(c( . 

(5)  A  nonvoting  member  of  an  advi¬ 
sory  committee  shall  not  make  any  pres- 
enation  to  that  advisory  committee  dur¬ 
ing  a  hearing  conducted  by  that  advisory 
committee. 

(6)  Although  a  non  voting  member  is 
serving  in  a  representative  capacity,  he 
shall  exercise  restraint  in  performing  his 
functions  and  shall  not  engage  In'  un¬ 
seemly  advocacy  or  attempt  to  exert  un¬ 
due  influence  over  the  other  members  of 
the  committee. 

(d)  A  nonvoting  member  of  an  advi¬ 
sory  committee  may  be  removed  by  the 
Commissioner  for  failure  to  comply  with 
the  provisions  of  this  section  as  well  as 
§  2.330(f). 

§  2..334  .4d  hoc  advisory  coniniittce 

niettii>cr!>. 

In  selecting  members  of  an  ad  hoc  ad¬ 
visory  committee,  the  Commissioner  may 
utilize  the  procedures  established  in 
§§  2.331  and  2.332  or  any  other  procedure 
he  concludes  to  be  appropriate  under 
the  circumstances. 

§  2. 3.3.3  (^.oniprnsation  of  public  ad\  i- 
sory  coniniittcc  members, 

(a)  All  voting  advisory  committee 
members  shall,  and  any  nonvoting  mem¬ 
bers  may,  (1)  be  appointed  as  special 
government  employees,  except  for  mem¬ 
bers  of  the  Technical  Electronic  Product 
Radiation  Safety  Standards  Committee, 
and  (2)  receive  a  consultant  fee  and  be 
reimbursed  for  their  travel  expenses,  in¬ 
cluding  per  diem  in  lieu  of  subsistence, 
unless  such  compensation  and  remburse- 
ment  is  waived. 

(b)  An  advisory  committee  member, 
notwithstanding  Ids  primary  residence, 
while  in  attendance  at  meetings  of  the 
full  committee,  or  of  a  subcommittee, 
will  be  paid  whether  the  meetings  are 
held  in  the  Washington,  DC  area  or 
elsewhere. 

(c)  An  advisory  committee  member 
who  participates  in  any  agency-directed 
assignment  win  be  paid  at  an  hourly  rate 
when  he  performs  his  work  at  his  home, 
place  of  busmess,  or  in  a  Food  and  Drug 
Administration  facility  located  within 
his  commuting  area,  and  at  a  daily  rate 
when  he  Is  required  to  travel  outside  of 
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his  commuting  area  to  perform  his  as¬ 
signment.  An  advisory  committee  mem¬ 
ber  will  not  be  paid  for  time  spent  on 
normal  preparation  for  a  committee 
meeting. 

(1)  An  agency-directed  assignment  is 
an  assignment  which  meets  the  follow¬ 
ing  criteria; 

(1)  An  activity  which  requires  imder- 
taking  a  definitive  study.  The  activity 
must  produce  a  tangible  end  product, 
usually  a  written  report.  Examples  are 
(a)  an  analysis  of  the  risks  and  benefits 
of  the  use  of  a  class  of  drugs  or  a  report 
on  a  siieciflc  problem  generated  by  an 
IND  or  NDA;  (b)  .the  performance  of 
similar  investigations  or  analysis  of  com¬ 
plex  industry  submissions  to  support 
advisory  committee  deliberations  other 
than  normal  meeting  preparation;  (c) 
the  preparation  of  a  statistical  analysis 
leading  to  an  estimate  of  toxicologically 
safe  dose  levels;  lind  (d)  the  design  or 
analysis  of  animal  studies  of  toxicity, 
mutagenicity,  teratogenicity,  or  carcino¬ 
genicity. 

(ii)  The  performance  of  an  IND  or 
NDA  review  or  similar  review. 

(2)  An  advisory  committee  member 
who  undertakes  a  special  assignment, 
the  end  product  of  which  does  not  rep¬ 
resent  the  end  product  of  the  advisory 
committee,  but  rather  of  his  own  assign¬ 
ment,  can  be  compensated.  Should  such 
preparatory  work  by  advisory  committee 
members  collectively  result  in  an  end 
product  of  the  advisory  committee,  this 
is  to  be  considered  normal  meeting  prep¬ 
aration  and  advisory  committee  mem¬ 
bers  are  not  to  be  compensated  for  this 
work. 

(d)  Salary  while  in  travel  status  is 
authorized  when  an  advisory  committee 
member  has  his  ordinary  pursuits  inter¬ 
rupted  for  Uie  substantial  portion  of  an 
additional  day  beyond  the  day  or  days 
on  which  he  performs  services,  and  as 
a  consequence  he  sustains  a  loss  in  his 
regular  compensation.  This  applies  cm 
weekends  and  holidays  if  the  special 
government  employee  suffers  a  loss  in 
income  he  would  otherwise  earn  on  that 
day.  For  travel  purposes,  a  substantial 
portion  of  a  day  is  defined  as  50  percent 
of  the  working  day,  and  the  traveler  will 
be  paid  at  a  daily  rate. 

Standing  Advisory  Committees 

§  2. .^10  List  of  standing  advisor.v  coin- 
niitlees.  j 

The  following  standing  advisory  com¬ 
mittees  have  been  established  for  the 
Food  and  Drug  Administration. 

(a)  Office  of  the  Commissioner — (1) 
Board  of  Tea  Experts,  (i)  Date  estab¬ 
lished:  March  2,  1897. 

(ii)  Function:  Advises  on  establish¬ 
ment  of  imiform  standards  of  purity, 
quality,  and  fitness  for  consumption  of 
all  tea  imported  into  tlie  United  States 
pursuant  to  21  U.S.C.  42. 

(2)  National  Advisory  Food  and  Drug 
Committee,  (i)  Date  established:  Novem¬ 
ber  15, 1974, 

(ii)  Function:  Reviews  and  evaluates 
agency  programs  and  advises  on  policy 
matters  of  national  significance  as  they 


RULES  AND  REGULATIONS 

relate  to  the  statutory  mission  of  the 
Food  and  Drug  Administration  in  the 
areas  of  foods,  drugs,  cosmetics,  medical 
devices,  biological  products,  and  elec¬ 
tronic  products.  Reviews  and  makes 
recommendations  on  applications  for 
grants-in-aid  for  research  projects  rele¬ 
vant  to  the  mission  of  the  Food  and  Drug 
Administration  as  required  by  law. 

(3)  Toxicology  "Advisory  Committee. 
(i)  Date  established:  December  9,  1974. 

(ii)  Function;  Reviews  and  evaluates 
available  data  relating  to  the  evaluation 
of  the  safety  of  chemicals  present  in 
foods,  drugs,  cosmetics,  and  medical  de¬ 
vices.  Advises  on  the  safety  of  specific 
human  drugs,  animal  drugs,  color  and 
food  additives,  cosmetic  components,  and 
components  of  devices.  Recommends  the 
development  of  standardized  methodolo¬ 
gies  for  the  toxicity  testing  of  such  ma¬ 
terials. 

<b)  Bureau  of  Biologies.  (1)  Advisory 
review  panels  for  biological  products,  and 
dates  established,  (i)  Bacterial  Vaccines 
and  Bacterial  Antigens  Panel.  Estab¬ 
lished  December  22, 1972. 

(ii>  Bacterial  Vaccines  and  Toxoids 
Panel.  Established  April  16,  1973. 

(iii)  Viral  Vaccines  and  Rickettsial 
Vaccines  Panel.  Established  April  16, 
1973. 

<iv)  Skin  Test  Antigens  Panel.  Estab¬ 
lished  August  24, 1973. 

(V)  Allergenic  Extracts  Panel.  Estab¬ 
lished  August  24, 1973. 

(vi>  Blood  and  Blood  Derivatives 
Panel.  Established  August  24,  1973, 

(2)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  biological  products. 

(c)  Bureau  of  Drugs — (1)  Anesthesi¬ 
ology  Advisory  Committee,  (i)  Date  es¬ 
tablished:  March  23, 1966. 

(ii>  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  tiie 
field  of  anesthesiology. 

(2)  Anti-Infective  Agents  Advisory 
Committee,  (i)  Date  established;  August 
30, 1967. 

(ii)-  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
infectious  diseases. 

(3)  Arthritis  Advisory  Committee,  (i) 
Elate  established:  April  5,  1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
arthritic  conditions. 

(4)  Biometric  and  Epidemiological 
Methodology  Advisory  Committee.  (1) 
Date  established:  March  7, 1968. 

(ii)  Function;  Reviews  and  evaluates 
scientific  studies  and  data  with  respect 
to,  and  otherwise  advises  the  Commis¬ 
sioner  on,  epidemiological  and  biomet¬ 
rical  methodology. 

(5)  Cardiovascular  and  Renal  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  27, 1970. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investlga- 
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tional  prescription  drugs  for  use  in 
cardiovascular  and  renal  disorders. 

(6)  Controlled  Substances  Advisory 
Committee,  (i)  Date  established:  Sep¬ 
tember  27, 1973. 

(ii)  Function:  Advises  the  Commis¬ 
sioner  regarding  the  scientific  and  medi¬ 
cal  evaluation  of  all  information 
gathered  by  the  Department  of  Justice 
and  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  with  regard  to  safety, 
effectiveness,  and  abuse  potential  of 
drugs  or  other  substances  classified  as 
stimulants,  sedatives,  hypnotics,  or 
analgesics,  and  recommends  actions  to 
be  taken  with  regard  to  control  of  such 
substances. 

(7)  Dental  Drug  Products  Advisory 
Committee,  (i)  Date  established:  June  6, 
1972. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  dentistry. 

(8)  Dermatoiogy  Advisory  Committee. 
(i)  Date  established:  June  20, 1975. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  dermatology. 

(9)  FDA/NIDA  Drug  Abuse  Research 
Advisory  Committee,  (i)  Date  estab¬ 
lished;  March  9, 1967. 

(ii)  Function:  Advises  the  Food  and 
Drug  Administration  on  action  to  be 
taken  with  respect  to  investigational  use 
of  substances  with  abuse  potential.  Ad¬ 
vises  the  National  Institute  on  Drug 
Abuse  on  supplies  of  substances  for 
clinical  studies  and  on  quantities  of  sub¬ 
stances  for  animal  and  in  vitro  studies. 
Advises  FDA  and  NIDA  on  development 
of  broad  outlines  for  studies  of  sub¬ 
stances  with  abuse  potential  and  on  new 
methods  and  tests  in  animals  and  man 
by  which  the  dependence  liability  of 
investigational  drugs  may  be  estimated. 

(10)  Endocrinology  and  Metabolism 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  August  27, 1970. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  en- 
doctrine  and  metabolic  disorders. 

(11)  Gastrointestinal  Drugs  Advisory 
Committee.  (i)  Date  established; 
January  3,  1974. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  Investiga¬ 
tional  prescription  drugs  for  use  in  gas¬ 
trointestinal  diseases. 

(12)  Neurologic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  June  4, 
1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
neurologic  disease. 

(13)  Obstetrics  and  Gynecology  Ad¬ 
visory  Committee,  (i)  Date  established; 
August  31,  1965. 

(ii)  Function:  Reviews  and  evaluates 
fectiveness  of  marketed  and  Investiga- 
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tional  prescription  drugs  for  use  in  the 
practice  of  obstetrics  and  gynecology. 

(14)  Oncologic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established;  October  24, 
1973. 

(il)  Function;  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  cancer. 

(15)  Ophthalmic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established;  Septem¬ 
ber  20.  1971. 

(il)  Function;  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  dis¬ 
eases  and  disorders  of  the  eye. 

(16)  Psychopharmacological  Agents 
Advisory  Committee,  (i)  Date  estab¬ 
lished;  Jvme4, 1974. 

(il)  Function;  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  psychiatry  and  related  fields. 

(17)  Pulmonary -Allergy  and  Clinical 
Immunology  Advisory  Committee,  (i) 
Date  established;  February  17,  1972. 

(il)  Function;  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  pulmonary  disease  and 
diseases  with  allergenic  and/or  immuno¬ 
logic  mechanisms. 

(18)  Radiopharmaceutical  Advisory 
Committee,  (i)  Date  established;  Au¬ 
gust  30.  1967. 

(ii)  Function;  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  nuclear  medicine. 

■  (19)  Surgical  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established;  Septem¬ 
ber  14.  1971. 

(ii)  Function;  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
field  of  surgery. 

(20)  Advisory  review  panels  for  over- 
the-counter  (OTC)  drugs.  (1)  Dates  es¬ 
tablished. 

(a)  Antimicrobial  Panel.  Established 
March  16.  1972. 

(b)  Internal  Analgesic  Panel.  Estab¬ 
lished  August  31,  1972. 

(c)  Cold,  Cough,  Allergy,  Bronchodi- 
lator,  and  Antiasthmatic  Panel.  Estab¬ 
lished  September  19.  1972. 

(d)  Sedative,  Tranquilizer,  and  Sleep 
Aid  Panel.  Established  September  19, 
1972. 

(e)  Laxative,  Antidiarrheal,  Antiemet¬ 
ic,  and  Emetic  Panel.  Established  De¬ 
cember  27,  1972. 

(/)  Topical  Analgesic  Panel.  Estab¬ 
lished  December  27,  1972. 

(g)  Dentifrice  and  Dental  Care  Panel. 
Established  December  27,  1972. 

(A)  Hemorrhoidal  Panel.  Established 
April  16,1973. 

(i)  Ophthalmic  Panel.  Established 
April  16.  1973. 

(j)  Contraceptive  and  Other  Vaginal 
Drug  Products  Panel.  Established  June 
27, 1973. 


(A)  Oral  Cavity  Panel.  Established 
July  16. 1973. 

(l)  Anitperspirant  Panel.  Established 
July  16, 1973. 

(m)  Miscellaneous  Internal  Drug 
Products  Panel.  Established  July  16, 
1973. 

(n)  Miscellaneous  External  Drug 
Products  Panel.  Established  July  16, 1973. 

(o)  Vitamin,  Mineral,  and  Hematinic 
Panel.  Established  July  16, 1973. 

(il)  Function;  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  nonprescription  drug 
products. 

(d)  Bureau  of  Medicdl  Devices  and 
Diagnostic  Products.  (1)  Advisory  review 
panels  for  medical  devices,  and  dates  es¬ 
tablished. 

(1)  Anesthesiology  Panel.  Established 
August  9. 1976. 

(ii)  Cardiovascular  Panel.  Established 
August  9, 1976. 

(iii)  Clinical  Chemistry  Panel.  Estab¬ 
lished  August  10, 1976. 

(iv)  Clinical  Toxicology  Panel.  Estab¬ 
lished  August  10, 1976. 

(v)  Dental  Panel.  Established  August 
9, 1976. 

(vi)  Ear,  Nose,  and  Throat  Panel. 
Established  August  9, 1976. 

(vii)  Gastroenterological  and  Urologi¬ 
cal  Panel.  Established  Aug\:^t  9.  1976. 

(viii)  General  and  Plastic  Surgery 
Panel.  Established  August  9, 1976. 

(ix)  General  Hospital  and  Personal 
Use  Panel.  Established  August  9,  1976. 

(x)  Hematology  Panel.  Established 
August  10, 1976. 

(xi)  Immunology  Panel.  Established 
August  10, 1976. 

(xii)  Microbiology  Panel.  Established 
August  10, 1976. 

(xiii)  Neurological  Panel.  Established 
August  9, 1976. 

(xlv)  Obstetrical  and  Gynecological 
Panel.  Established  August  9,  1976. 

(XV)  Ophthalmic  Panel.  Established 
August  9, 1976. 

(xvi)  Orthopedic  Panel.  Established 
August  9, 1976. 

(xvii)  Pathology  Panel.  Established 
August  10, 1976. 

(xvlU)  Physical  Medicine^Panel.  Es¬ 
tablished  August  9, 1976. 

(xlx)  Radiological  Panel.  Established 
August  9, 1976. 

(xx)  Diagnostic  Products  Advisory 
Committee.  Established  August  9,  1972. 

(2)  Function;  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  devices  currently  in  use 
and  makes  recommendations  for  their 
regiilation. 

(3)  Device  Good  Manufacturing  Prac¬ 
tice  Advisory  Committee,  (i)  Date  estab¬ 
lished;  August  12.  1976. 

(ii)  Function;  Reviews  proposed  regu¬ 
lations  regarding  good  manufacturing 
practices  governing  the  methods  used  in, 
and  the  facilities  and  controls  used  for, 
the  manufacture,  packing,  storage,  and 
Installation  of  devices,  and  makes  recom¬ 
mendations  regarding  feasibility  and 
reasonaUeness  of  the  proposed  regula¬ 
tions. 

(e)  Bureau  of  Radiological  Health — 
(1)  Medical  Radiation  Advisory  Com- 


rnittee.  <i)  Date  established;  October  31, 
1963. 

(ii)  Function;  Advises  on  the  formu¬ 
lation  of  policy  and  develomnent  of  a 
coordinated  program  related  to  the  ap¬ 
plication  of  ionizing  radiation  in  the 
healing  arts. 

(2)  Technical  Electronic  Product 
Radiation  Safety  Standards  Committee. 
(i)  Date  established;  October  18,  1968. 

(il)  Function;  Advises  on  technical 
feasibility,  reasonableness,  and  practica¬ 
bility  of  performance  standards  for  elec¬ 
tronic  products  to  control  the  emission 
of  radiation  pursuant  to  42  U.S.C.  263f 
<f)(l)(A). 

(f)  National  Center  for  Toxicological 
Research,  Science  Advisory  Board.  (1) 
Date  established;  June  2,  1973. 

(2)  Fimction;  Advises  on  establish¬ 
ment  and  implementation  of  a  research 
program  that  will  assist  the  Commis¬ 
sioner  of  Food  and  I^rugs  and  the  Ad¬ 
ministrator,  Environmental  Protection 
Agency,  in  fulfilling  their  regulatory 
responsibilities. 

Technical  Electronic  Products  Radia¬ 
tion  Sj^ety  Standards  Committee 

§  2.350  Establishment  of  the  Technical 
Electronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC) . 

The  Technical  Electronic  Product 
Radiation  Standards  Committee  (TEP 
RSSC),  consisting  of  15  members,  is 
established  pursuant  to  the  Radiation 
Control  for  Healtii  and  Safety  Act  of 
1968  (42  U.S.C.  263f  (f)  (1)  (A) ) .  The  pur¬ 
pose  of  TEPRSSC  is  to  provide  consulta¬ 
tion  with  the  Commissioner  before  he 
prescribes  any  performance  standard 
for  an  electronic  product,  as  required  by 
law. 

§  2.351  Functions  of  TEPRSSC. 

(a)  In  performing  its  fimction  of 
advising  the  Commissioner,  TEPRSSC; 

(1)  May  propose  electronic  product 
radiation  safety  standards  to  the  Com¬ 
missioner  for  his  consideration. 

(2)  Shall  provide  consultation  to  the 
Commissioner  on  all  performance  stand¬ 
ards  proposed  for  consideration  under 
42  U.S.C.  263f. 

( 3 )  May  make  recommendations  to  the 

Commissioner  on  any  other  matters  it 
deems  necessary  or  appropriate  in  ful¬ 
filling  the  purposes  of  the  act.  — 

(b)  Responsibility  for  action  with  re¬ 
spect  to  p^ormance  standards  under  42 
U.S.C.  263f  rests  with  the  Ccmimissioner, 
after  receiving  the  advice  of  TEPRSSC. 

§  2.352  Procedures  of  TEPRSSC. 

(a)  When  the  Commissioner  is  con¬ 
sidering  promulgation  of  a  performance 
standard  for  an  electronic  product,  or 
any  amendment  of  an  existing  standard, 
he  shall,  prior  to  issuance  of  a  proposed 
regulation  in  the  Federal  Register,  sub¬ 
mit  to  TEPRSSC  the  proposed  standard 
or  amendment  under  consideration,  to¬ 
gether  wtth  other  relevant  Information 
to  aid  TEPRSSC  in  its  deliberations. 

(b)  The  agenda  and  other  material  to 
be  considered  at  any  meeting  shall  be 
sent  to  members  whenever  possible  at 
least  2  weeks  prior  to  the  meeting. 
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Ten  members  shall  cmistitute  a 
quorum,  provided  at  lokst  three  members 
from  each  group  specified  in  42  UJS.C. 
263f  (f)  (1)  (A)  and  in  5  2.353(a),  Le.. 
government,  industry,  and  the  public, 
are  present. 

(d)  The  CThairman  of  TEPRSSC  shall 
ordinarily  submit  to  the  Commissioner 
a  report  of  the  committee’s  considera¬ 
tion  of  any  proposed  performance  stand¬ 
ard  for  an  electronic  product  within  60 
days  after  such  consideration.  If  the 
chairman  believes  that  more  time  is 
needed,  he  shall  so  inform  the  Director 
of  the  Bureau  of  Radiological  Health  in 
writing,  in  which  case  an  additional  30 
days  will  be  allowed  to  make  the  report. 

(e)  The  provisions  of  §5  2.300  through 
2.319  Shan  be  applicable  to  TEPRSSC, 
except  where  oth^  provisions  are  spe¬ 
cifically  included  in  5§  2.350  through 
2.354. 

§  2.353  Meniber$>hip  of  TEPRSSC. 

(a)  The  members  shall  be  appointed  by 
the  Commissioner  after  consultation  with 
public  and  private  associations  and  or¬ 
ganizations  concerned  with  the  technical 
aspect  of  electronic  product  radiation 
safety.  TEPRSSC  Shall  consist  of  15 
membei's,  each  of  whom  shall  be  tech¬ 
nically  qualified  by  training  and  experi¬ 
enced  in  one  or  more  fields  of  science  or 
engineering  applicable  to  electronic 
product  radiation  safety,  as  follows: 

(1)  Five  members  shall  be  selected 
from  government  agencies,  including 
State  and  Federal  governments. 

(2)  Five  members  shaU  be  selected 
from  the  affected  industries  after  con¬ 
sultation  with  industry  representatives. 

(3)  Five  members  shall  be  selected 
from  the  general  public,  of  whom  at  least 
one  shall  be  a  representative  of  organized 
labor. 

(b)  The  Commissioner  shall  appoint  a 
committee  member  as  chairman  of 
TEPRSSC. 

(c)  Appointments  of  members  shall 
be  for  a  term  of  3  years  or  as  specified 
by  the  Commissioner. 

(1)  The  chairman  shall  be  appointed 
for  a  term  concurrent  with  his  term  as  a 
member  of  TEPRSSC.  If  the  chairman¬ 
ship  becomes  vacant  without  adequate 
notice,  the  executive  secretary  may  ap¬ 
point  a  committee  member  as  temporary 
chairman  pending  appointment  of  a  new 
chairman  by  the  Commissioner. 

(2)  Members  shall  not  be  reappointed 
for  a  second  consecutive  full  term. 

(d)  A  person  otherwise  qualified  for 
membership  shall  not  be  eligible  for  se¬ 
lection  as  a  member  of  TEPRSSC  from 
government  agencies  or  the  general  pub¬ 
lic  if  the  Commissioner  determines  that 
he  does  not  meet  the  requirements  of 
the  conflict  of  interest  laws  and  regula¬ 
tions. 

(e)  Retention  of  membership  is  con¬ 
ditioned  upon: 

(1)  The  member’s  continued  status  as 
a  member  of  the  group  from  whlph  he 
was  selected  as  specified  in  paragraph 

(a)  of  this  section. 

(2)  The  absence  of  any  confiict  of  in¬ 
terest  during  the  term  of  membership  as 
specified  in  paragraph  (d)  of  this 
section. 


(8)  Active  participation  in  TEPRSSC 
activities. 

(f)  Appointment  as  a  member  of 
TEPRSSC  shall  be  conditioned  upon  a 
certification  fnun  the  prospective  mem¬ 
ber  that  he: 

(1)  Agrees  to  the  procedimes  and  cri¬ 
teria  as  specified  in  this  subpart. 

(2)  Has  no  conflict  of  interest  as  spec¬ 
ified  in  paragraph  (d)  of  this  section. 

(3)  Will  notify  the  executive  secretary 
of  ’TEPRSSC  prior  to  any  change  in  his 
representative  status  on  TEPRSSC  which 
may  be  contrary  to  the  conditions  of  his 
appointment. 

(g)  Members  of  TEPRSSC  who  are 
not  full-time  ofiBcers  or  employees  of  the 
United  States  shall,  in  accordance  with 
42  U.S.C.  210(c)  ,  receive  compensation 
pursuant  to  the  provisions  of  5  2.335. 

§  2.354  Conduct  of  TEPRSSC  meetings ; 
availability  of  TEPRSSC  records. 

(a)  In  accordance  with  42  IT.S.C.  263f 

(f)  (1)  (B) ,  all  proceedings  of  TEPRSSC 
shall  be  open,  except  as  provided  in  par¬ 
agraph  (b)  of  this  section,  and  shall  be 
recorded,  and  the  record  of  each  such 
proceeding  shall  be  available  for  public 
inspection. 

(b)  The  provisions  of  paragraph  (a) 
of  this  section  with  respect  to  open 
meetings  shall  not  apply  where 
TEPRSSC: 

(1)  Considers  any  information  which 
contains  or  relates  to  a  trade  secret  or 
other  matter  referred  to  in  18  U.S.C. 
1905  and  thus  in  accordance  with  42 
U.S.C.  263i(e)  may  not  be  publicly 
disclosed. 

(2)  Meets  in  executive  session  to  for¬ 
mulate  and  vote  on  its  recommendations 
or  to  consider  administrative  matters. 

Color  Additive  Advisory  Committees 

§  2.3()0  Establishment  of  a  color  addi< 
tive  advisory  committee. 

The  Commissioner  shall  establish  a 
color  additive  advisory  committee  when¬ 
ever: 

(a)  The  Commissioner  concludes,  in 
his  discretion,  that  it  would  be  in  the  pub¬ 
lic  interest  for  a  color  additive  advisory 
committee  to  review  and  make  recom¬ 
mendations  with  respect  to  the  safety  of 
any  color  additive  on  which  important 
issues  are  pending  before  the  Pood  and 
Drug  Administration,  and  for  interested 
persons  to  present  data,  information,  and 
views  at  an  oral  public  hearing  before 
a  color  additive  advisory  committee. 

(b)  Any  person  who  would  be  adversely 
affected  by  the  issuance,  amendment,  or 
repeal  of  a  regulation  listing  a  color  ad¬ 
ditive  requests  that  any  issue  relating 
to  the  safety  of  the  color  additive  arising 
under  section  706(b)  (5)  (B)  of  the  act 
because  of  the  color  additive’s  potential 
or  actual  carcinogenicity  and  requiring 
the  exercise  of  scientific  judgment  be  re¬ 
ferred  to  a  color  additive  advisory  com¬ 
mittee.  , 

(1)  The  provisions  of  paragraph  (b) 
of  this  section  are  inapplicable  to  any 
issue  arising  under  the  transitional  pro¬ 
visions  in  section  203  of  the  Color  Addi¬ 
tive  Amendments  of  1960  relating  to  pro¬ 
visional  listing  of  Commercially  estab¬ 
lished  colors.  Any  color  additive  advisory 


committee  to  consider  any  such  matter 
shall  be  established  pursuant  to  the  pro¬ 
visions  of  paragraph  (a)  of  this  section. 

(2)  A  request  for  establishment  of  a 
color  additive  advisory  committee  shall 
be  pursuant  to  §  2.7.  *rhe  Commissioner 
may  deny  any  such  petition  if  inadequate 
grounds  are  stated  for  establishment  of  a 
color  additive  advisory  committee.  A  re¬ 
quest  for  establishment  of  a  color  addi¬ 
tive  advisory  committee  may  not  rest  on 
mere  allegations  or  denials,  but  must  set 
forth  specific  facts  showing  there  is  a 
genuine  and  substantial  issue  of  fact  that 
requires  scientific  judgment  and  justifies 
a  hearing  before  a  color  additive  advisory 
committee.  When  it  conclusively  appears 
from  the  request  for  a  color  additive  ad¬ 
visory  committee  that  the  matter  is  pre¬ 
mature  or  that  it  does  not  involve  an 
issue  arising  imder  section  706(b)  (5)  (B) 
of  the  act  or  there  is  no  genuine  and 
substantial  issue  of  fact  requiring  scien¬ 
tific  judgment  or  for  any  other  reason  a 
color  additive  advisory  committee  is  not 
justified,  the  Commsslmier  may  deny  the 
establishment  of  a  color  additive  ad¬ 
visory  committee. 

(3)  Establishment  of  a  color  additive 
advisory  committee  on  the  request  of  an 
interested  person  shall  be  conditioned 
upon  receipt  of  the  applicable  fee  spec¬ 
ified  in  §  2.364. 

(4)  Any  person  so  adversely  affected 
may  request  referral  of  such  a  matter  to 
a  color  additive  advisory  committee  ai 
any  time  before,  or  within  30  days  after, 
publication  of  an  order  of  the  Ckimmis- 
sioner  acting  upon  a  color  additive  peti¬ 
tion  or  proposal. 

§  2.361  Fnnetions  of  a  color  additive  ad* 
visory  committee. 

(a)  A  color  additive  advisory  commit¬ 
tee  shall  review  all  available  Information 
relating  to  the  matter  referred  to  It,  in¬ 
cluding  all  data  and  information  con¬ 
tained  in  any  pertinent  color  additive 
petition  and  in  Food  and  Drug  Adminis¬ 
tration  files.  All  such  data  and  informa¬ 
tion  so  reviewed  shall  be  placed  on  pub¬ 
lic  display  and  available  for  review  at  the 
office  of  the  Hearing  Clerk. 

(b)  The  Commissioner  shall  specify  to 
the  color  additive  advisory  committee,  in 
writing,  the  issues  on  which  review  and 
recommendations  are  requested. 

(c)  ’The  date  of  the  first  meeting  of  a 
color  additive  advisory  committee,  fol¬ 
lowing  receipt  of  the  administrative  rec¬ 
ord  by  each  of  the  committee  members, 
shall  be  designated  as  the  beginning  of 
the  period  allowed  for  consideration  of 
the  matter  by  the  color  additive  advisory 
committee.  Within  60  days  after  that 
first  meeting,  unless  the  time  is  extended 
as  provided  in  paragraph  (d)  of  this 
section,  the  chairman  of  the  color  addi¬ 
tive  advisory  committee  shall  certify  to 
the  Commissioner  the  report  containing 
the  recommendations  of  the  color  addi¬ 
tive  advisory  committee,  including  any 
minority  report.  The  report  shall  state 
the  recommendations  of  the  color  addi¬ 
tive  advisory  committee  and  the  reasons 
or  basis  for  such  recommendations.  The 
report  shall  include  copies  of  all  material 
considered  by  the  color  additive  advisory 
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committee  In  addition  to  the  adminis¬ 
trative  record  furnished  to  it. 

(d)  If  the  chairman  concludes  that  the 
color  additive  advisory  committee  needs 
additional  time,  he  shall  so  Inform  the 
Commissioner  in  writing  and  may  certify 
the  report  of  the  color  additive  advisory 
committee  to  the  Commissioner  within 
90  days  instead  of  60  days. 

(e)  More  than  one  matter  may  be  han¬ 
dled  by  a  color  additive  advisory  commit¬ 
tee  concurrently. 

§  2.362  Procedures  of  a  color  additive 
advisory  committee. 

(a)  A  color  additive  advisory  commit¬ 
tee  shall  be  subject  to  all  the  require¬ 
ments  of  the  Federal  Advisory  Commit¬ 
tee  Act  and  this  subpart . 

(b)  All  Interested  persons  shall  have 
a  right  to  consult  with  the  color  additive 
advisory  committee  reviewing  a  matter, 
and  to  submit  data,  Information,  and 
views  to  a  color  additive  advisory  com¬ 
mittee,  in  accordance  with  the  proce¬ 
dures  established  in  this  subpart. 

§  2.363  Membership  of  a  color  additive 
advisory  committee. 

(a)  The  members  of  a  color  additive 
advisory  committee  shall  be  selected  in 
the  following  manner: 

'  (1)  If  a  color  additive  advisory  com¬ 
mittee  is  established  for  purposes  that  do 
not  Include  review  of  an  issue  arising 
under  section  706(b)  (5)  (B)  of  the  act,  or 
is  established  on  the  initiative  of  the 
Commissioner,  the  Commissioner  may 
utilize  the  procedure  established  In  par¬ 
agraph  (a)  (2)  of  this  section  to  select 
the  members,  or  may  utilize  an  existtog 
standing  advisory  committee  listed  in 
§  2.340,  or  may  establish  a  new  advisory 
committee  pursuant  to  the  provisions  of 
this  subpart.  Once  the  Commissioner  has 
established  a  color  additive  advisory 
committee  pursuant  to  this  paragraph 
and  has  referred  to  it  a  matter  relating 
to  a  color  additive,  no  Interested  person 
may  subsequenly  request  that  an  addi¬ 
tional  or  different  color  additive  advisory 
committee  be  established  to  review  and 
make  recommendations  with  respect  to 
that  color  additive. 

(2)  If  the  Commissioner  establishes  a 
color  additive  advisory  committee  to  re¬ 
view  an  issue  arising  vmder  section  706 
(b)  (5)  (B)  of  the  act  on  the  request  of 
an  Interested  person,  it  shall  be  estab¬ 
lished  pursuant  to  the  following  require¬ 
ments. 

(i)  Except  as  provided  in  paragraph 
(a)  (2)  (li)  and  (iii)  of  this  section,  the 
Commissioner  shall  request  the  National 
Academy  of  Sciences  to  select  the  mem- 

-bers  of  a  color  additive  advisory  com¬ 
mittee  from  among  experts  qualified  In 
the  subject  matter  to  be  reviewed  by  the 
committee,  and  of  adequately  diversified 
professional  backgroimds.  The  Com¬ 
missioner  shall  appoint  one  of  the  mem¬ 
bers  so  selected  as  the  chairman. 

(ii)  If  the  National  Academy  of  Sci¬ 
ences  is  unable  or  refuses  to  select  the 
members  of  a  color  additive  advisory 
committee,  the  Commissioner  shall  se¬ 
lect  such  members,  who  shall  ordinarily 
be  the  Toxicology  Advisory  Committee  in 
accordance  with  §  2.322. 


(iii)  If  the  Commissioner  and  the  re¬ 
questing  party  agree,  the  provisions  of 
section  706(b)  (5)  (D)  of  the  act  may  be 
waived  and  the  matter  may  be  referred 
to  any  standing  advisory  committee 
listed  under  S  2.340  or  to  any  advisory 
committee  established  pursuant  to  any 
other  procedure  that  is  mutually  agree¬ 
able,  which  shidl  ordinarily  be  the  Toxi¬ 
cology  Advisory  Committee  in  accord¬ 
ance  with  §  2.322.  Once  the  Commis¬ 
sioner  has  so  established  a  color  additive 
advisory  committee  and  has  referred  to 
it  a  matter  relating  to  a  color  additive, 
no  interested  person  may  subsequently 
request  that  an  additional  or  different 
color  additive  advisory  committee  be  es¬ 
tablished  to  review  and  make  recom¬ 
mendations  with  respect  to  that  color 
additive. 

(b)  Members  of  a  color  additive  ad¬ 
visory  committee  shall  be  subject  to  the 
requirements  of  the  Federal  Advisory 
Committee  Act  and  this  subpart,  except 
that  no  member  of  a  color  additive  ad¬ 
visory  committee  shall  by  reason  of  such 
membership  alone  be  a  special  govern¬ 
ment  employee  or  be  subject  to  the  con¬ 
flict  of  Interest  laws  and  regulations. 

§  2.364  Fees  and  compensation  pertain¬ 
ing  to  a  color  additive  advisory  com¬ 
mittee, 

(a)  In  the  event  of  a  referral  of  any 
matter  to  a  color  additive  advisory  com¬ 
mittee,  all  costs  related  thereto,  includ¬ 
ing  personal  compensation  of  committee 
members,  travel,  materials,  and  other 
costs  shall  be  borne  by  the  person  re¬ 
questing  the  referral,  such  costs  to  be 
assessed  on  the  basis  of  actual  cost  to 
the  govenunent.  The  compensation  of 
such  costs  shall  Include  personal  com¬ 
pensation  of  color  additive  advisory  com¬ 
mittee  members  at  a  rate  not  to  exceed 
$128.80  per  member  per  day. 

(b)  In  the  case  of  a  request  for  refer¬ 
ral  to  a  color  additive  advisory  commit¬ 
tee  a  special  advance  deposit  shall  be 
made  in  the  amount  of  $2,500.00.  Where 
required,  further  advances  in  Increments 
of  $2,500.00  each  shall  be  made  upon 
request  of  the  Commissioner.  All  deposits 
for  referrals  to  a  color  additive  advisory 
committee  in  excess  of  actual  expenses 
shall  be  refunded  to  the  depositor. 

(c)  All  deposits  and  fees  required  by 
the  regulations  in  this  section  shall  be 
paid  by  money  order,  bank  draft  or  cer¬ 
tified  check  drawn  to  the  order  of  the 
Food  and  £>rug  Administration,  collect¬ 
able  at  par  in  Washington,  DC.  All  de¬ 
posits  and  fees  shall  be  forwarded  to  the 
Associate  Commissioner  for  Administra¬ 
tion,  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockville,  MD  20857, 
whereupon  after  making  appropriate 
record  thereof  they  will  be  transmitted 
to  the  Treasurer  of  the  United  States  for 
deposit  in  the  special  account  “Salaries 
and  Expenses,  Certification,  Inspection, 
and  Other  Services,  Food  and  Drug  Ad¬ 
ministration.” 

(d)  The  Commissioner  may  waive  or 
refund  such  fees  in  whole  or  in  part 
when,  in  his  judgment,  such  action  will 
promote  the  public  interest.  Any  person 
who  believes  that  payment  of  these 
fees  will  work  a  hardship  on  him  may 


petition  the  Commissioner  pursuant  to 
i  2.7  to  waive  or  reftmd  the  fees. 

Public  Advisory  Committees  for 
Humak  Prescription  Drugs 

§  2.370  Establishment  of  standing  tech¬ 
nical  public  advisory  committees  for 
human  prescription  drugs. 

The  standing  technical  advisory  com¬ 
mittees  for  human  prescription  drugs  are 
established  to  advise  the  Commissioner: 

(a)  Generally  on  the  safety  and  effec¬ 
tiveness,  including  the  labeling  and  ad- 
verti^ng,  and  regulatory  control  of  any 
of  the  human  prescription  drugs  falling 
within  the  pharmacologic  class  covered 
by  the  advisory  committee  and  on  the 
scientific  standards  appropriate  for  a 
determination  of  safety  and  effectiveness 
in  that  class  of  drugs. 

(b)  Specifically  on  any  particular  mat¬ 
ter  involving  a  human  prescription  drug 
pending  before  the  Food  and  Drug  Ad¬ 
ministration,  including  whether  the 
available  data  and  information  are  ade¬ 
quate  to  support  a  determination  that: 

(1)  A  particular  IND  study  may  prop¬ 
erly  be  conducted. 

(2)  A  particular  drug  meets  the  statu¬ 
tory  standard  for  proof  of  safety  and 
effectiveness  necessary  for  approval  or 
continued  approval  for  marketing. 

(3)  A  particiilar  drug  is  properly  clas¬ 
sified  as  a  new  drug,  an  old  drug,  or  a 
banned  drug. 

§  2.371  Utilisation  of  a  publi<'  advisory 
committee  on  the  initiative  of  the 
Food  and  Drug  Administration. 

(a)  Any  matter  involving  a  human  pre¬ 
scription  drug  under  review  within  the 
agency  may,  in  the  discretion  of  the 
Commissioner,  be  the  subject  of  a  public 
hearing  and  continuing  or  periodic  re¬ 
view  by  the  appropriate  standing  tech¬ 
nical  advisory  committee  for  hmnan  pre¬ 
scription  drugs.  The  Con^issioner’s  de¬ 
terminations  with  respect  to  the  agenda 
of  such  an  advisory  committee  shall  be 
based  upon  the  priorities  of  the  various 
matters  pending  before  the  agency  which 
fall  within  the  pharmacologic  class  cov¬ 
ered  by  that  advisory  committee. 

(b)  High  priority  for  such  hearing  and 
review  by  the  appropriate  standing  tech¬ 
nical  advisory  committee  for  hiunan  pre¬ 
scription  drugs  shall  be  given  to  the  fol¬ 
lowing  types  of  human  prescription 
drugs: 

(1)  Investigational  drugs  which  are 
potential  therapeutic  advances  over  cur¬ 
rently  marketed  products  from  the 
standpoint  of  safety  or  effectiveness,  or 
which  pose  significant  safety  hazards,  or 
which  present  narrow  benefit-risk  con¬ 
siderations  requiring  a  close  judgmental 
decision  in  regard  to  approval  for  mar¬ 
keting,  or  which  have  a  novel  delivery 
system  or  formulation,  or  which  are  the 
subject  of  major  scientific  or  public  con¬ 
troversy,  or  which  may  be  subject  to  spe¬ 
cial  regulatory  requirements  such  as  a 
limitation  on  clinical  trials,  a  patient 
followup  requirement,  post-marketing 
Phase  rv  studies,  distributional  controls, 
or  boxed  warnings. 

(2)  Mai^eted  drugs  for  which  an  im¬ 
portant  new  use  has  been  discovered,  or 
which  pose  newly  discovered  safety  haz- 
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ards,  or  which  are  the  subject  of  major 
scientific  or  public  controversy,  or  which 
may  be  subject  to  important  regulatory 
actions  such  as  withdrawal  of  approval 
for  mariceting,  boxed  warnings,  distribu¬ 
tional  controls,  or  newly  required  scien¬ 
tific  studies. 

(c)  The  advisory  jommittee  may  re¬ 
quest  the  Commissioner  for  an  oppor¬ 
tunity  to  hold  a  public  hearing  and  to 
review  any  matter  involving  a  human 
prescription  drug  which  falls  within  the 
pharmacologic  class  covered  by  the  ad¬ 
visory  committee.  The  Commissioner 
shall,  after  consulting  with  the  advisory 
committee  on  such  request,  grant  or  deny 
the  request  in  light  of  the  priorities  of 
the  other  matters  pending  before  the 
advisory  committee.  Whenever  feasible, 
consistent  with  the  other  work  of  the 
advisory  committee,  such  a  request  shall 
be  granted. 

(d)  For  any  drug  which  meets  any  of 
the  criteria  established  in  paragraph  (b) 
of  this  section,  one  or  more  members  of 
or  consultants  to  the  appropriate  ad¬ 
visory  committee  may  be  selected  for 
more  detailed  monitoring  of  the  matter 
and  consultation  with  the  Food  and  Drug 
Administration  on  behalf  of  the  com¬ 
mittee.  Such  member  or  consultant  may 
be  invited  by  the  agency  to  attend  ap¬ 
propriate  meetings  and  shall  assist  the 
biueau  in  any  briefing  of  the  committee 
with  respect  to  that  matter. 


(e)  An  Advisory  committee  may  obtain 
advice  and  recommendations  from  the 
Toxicology  Advisory  Committee,  the  Bio¬ 
metric  and  Epidemiological  Methodology 
Advisory  Committee,  and  from  such 
other  agency  advisory  committees,  con¬ 
sultants  and  experts  as  the  advisory  ccan- 
mittee  and  the  bureau  conclude  would 
facilitate  the  w'ork  of  the  advisory  com¬ 
mittee. 

(f)  Presentation  of  all  relevant  data 
and  information  relating  to  any  such 
matter  shall  be  made  in  open  session 
imless  it  relates  to  an  IND  the  existence 
of  which  has  not  previously  been  dis¬ 
closed  to  the  public  as  defined  in  §  4.81 
of  this  chapter  or  is  otherwise  prohibited 
from  public  disclosure  pursuant  to  the 
provisions  of  Part  4  of  this  Chapter  and 
the  regulations  referenced  therein.  The 
provisions  of  Part  4  of  this  chapter  and 
of  this  chapter  shall  determine  whether, 
and  the  extent  to  which,  relevant  data 
and  information  shall  be  made  available 
for  public  disclosure,  summarized  and 
discussed  in  open  session  but  not  other¬ 
wise  made  available  for  public  disclosure, 
or  not  in  any  way  discussed  or  disclosed 
in  open  session  or  otherwise  disclosed  to 
the  public. 

§  2.372  Advice  and  recommendations  in 
writing. 

Advice  and  recommendations  given  by 
an  advisory  committee  with  respect  to  a 


specific  drug  or  a  class  of  drugs  shall 
ordinarily  be  in  the  form  of  a  written 
report.  Such  written  report  may  consist 
of  the  approved  minutes  of  the  meeting 
or  a  separate  written  report.  Such  writ¬ 
ten  report  shall  respond  to  the  specific 
issues  or  questions  which  the  Commis¬ 
sioner  has  addressed  to  the  advisory 
committee,  and  shall  state  the  basis  of 
the  advice  and  recommendations  of  the 
advisory  committee. 

§  2.373  Utilization  c»f  a  piihlic  advisory 
committee  at  the  request  of  an  inter¬ 
ested  person. 

Any  interested  person  may  request, 
pursuant  to  §  2.7  of  this  part,  that  a  spe¬ 
cific  matter  relating  to  a  particular  hu¬ 
man  prescription  drug  be  submitted  to 
an  appropriate  advisory  committee  for 
a  hearing  and  review  and  recommenda¬ 
tions.  Any  such  request  shall  demon¬ 
strate  the  importance  of  the  matter  and 
the  reasons  why  it  should  be  submitted 
for  a  hearing  and  at  that  time.  TTie  Com¬ 
missioner  may,  in  his  discretion,  grant 
or  deny  any  such  request. 

Effective  date.  These  regulations  shall 
be  effective  on  December  27, 1976. 

Dated:  November  16,  1976. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
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